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1. IlacnopT KOMILIEKTa OLleHOYHbIX MATEPHAJIOB

1.1. KommiekT oueHoyHbIX MarepuainoB (ganee — KOM) npegHazHaueH AJisi OLIGHKU MUIAHUPYEMBIX
JIACITUTLTUHBI (Motyst).

pE3yJIbTaTOB OCBOCHHMSI

1.2. KOM Bxuro4aet 3aanus sl POBEACHUS TEKYIIET0 KOHTPOJIS U MPOMEXKYTOYHOH aTTeCTaIUH.

paboueii

MPOrpaMMBbI
Haonesicawas npouseoocmeennas npakmuxa

OO11ee KOMYECTBO 3aJaHUI M pacpeiesieHre 3aIaHui TI0 TUIIaM ¥ KOMITCTEHITUSIM:

Koa 1 HamMeHOBaHHe KOMIIETEHITUN

KosmuecTBo 3apanmii
3aKPbITOr0 THIA

KosmuecTBo 3apanmii
OTKPBITOr0 THIIA

YK-1

CrocoOeH OCYIECTBIISTh KPUTHYECKUH aHaATIN3
MPOOJIEMHBIX CUTYallMii Ha OCHOBE CHCTEMHOTO
MIOIX0/1a, BEIPabaThIBaTh CTPATETHIO JeHCTBUI

101

73

YK-4.

CriocoOeH MPUMEHSATh COBPEMCHHEIC
KOMMYHHUKATHBHBIC TEXHOJIOTHH, B TOM YHUCIIE
HAa HHOCTPAHHOM (BIX) SI3bIKE (axX), IUIs
aKaJIeMUIeCKOr0 ¥ Mpo(heCCHOHAILHOTO
B3aUMOICHCTBUS

101

73

YK-6.

Cnocoben OIIPCACIIATh U PCAJIN30BbIBATH
IIPUOPUTCTHI COOCTBEHHOM JACATCIBbHOCTHU U
CII0COOBI ee COBCPUHICHCTBOBAHHUS Ha OCHOBC
CaMOOIICHKH.

101

73

OIIK -1

CnocoOHOCTh K OpraHu3alliy, yIpaBIeHHIO U
PYKOBOJCTBY pabOTO# MPONU3BOACTBEHHOTO,
PEeryJIsiTOPHOTO MM MCCIIEIOBATEIECKOTO
HOJpa3/eICHUs B COOTBETCTBUH C
YCTaHOBJICHHBIMU Tpe6OBaHI/ISIMI/I n JIy4liuMu
OpaKkTHKaMU

101

73

OIIK-6

CriocoOeH onpeaensaTh METOIBI U
HHCTPYMEHTHI 00€CIIeUeHIs KauecTBa,
MIpUMEHSeMBIe B 001aCTH 0OpaIeHIs
JICKAPCTBEHHBIX CPEACTB C YIETOM
JKU3HEHHOTO IMKJIA JIEKAPCTBEHHOTO CPECTBA

101

73

K-1

CriocobeH MpoBOANUTE pabOTHI, CBA3aHHBIE C
(hapMareBTHISCKON CHCTEMOM KauecTBa
IIPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB

61

52

K-2

Crnioco0eH K ynpaBJieHHI0 paboTaMu
(hapManeBTHISCKON CHCTEMBI KaueCTBa
[IPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB

61

41

Htoro

122

93




> 3ajaHus BceX THIIOB, IO3BOJISIIOLIME OCYILIECTB/IATH OLIEHKY BCeX KOMIIETCHIIMIA, YCTAHOBJICHHBIX padoyeil MPOrpaMMoi THCIMILIMHBI (MOLYJIs)
Haonescawas npou3eoocmeennas npakmuxa

Konx n HaumeHoBanue Ne Sajanne ¢ MHCTyYKIHCii
KOMIIETEHIINNA wn
IIK-1, VK-1, YK-4, 3a1aHKs1 3aKPBITOTO TUIIA HA YCTAHOBJIEHUE MOCIIEI0BATENEHOCTH
YK-6, OIIK-1, OIK-6 [IpounTaiiTe TEKCT U YCTAHOBUTE IIOCIIEIOBATEIbHOCTD.

Tekcr 3amanusi: ®apmaneBtuueckas cuctema kadectBa (DCK), nmpegnaznauenHas nns mpousBojctBa JIC Hamiexamiero
KauecTBa, JOJDKHA TapaHTUPOBaTh, YTO BBIIYCK MPOMYKIMU OOCCIIEUYUBACTCS IOCPEICTBOM CJICAYIONIMX ATAloB
¢dbynkuonuposanus GCK:
A. BHenpenus.
b. IlmanupoBanwus.

1 B. Pa3pabotku.
I'. [lonnepxanus.
J1. HenpepbIBHOTO yCOBEPIIIEHCTBOBAHMUS.
3anuIImTe COOTBETCTBYIOUIYIO MOCIEN0BATENFHOCTD (P ClieBa HAPABO:

A|B [B ]I [X

[IpounTaiiTe TEKCT U YCTAHOBUTE MOCIIEIOBATEIBHOCTD.
Tekct 3amanusa: [lelicTBUsA, NPOBOAMMBIE C MaTepuajlaMd M MPOAYKLIHMEH, OCYIIECTBISEMbIE COTJIACHO NHUCbMEHHBIM
npoueaypam, ohopMIeHHBIE JOKYMEHTAIBHO, IPEANONIAraloT MOCIe10BaTEIbHOCTD.
A. OT60p 11p00.
b. IIpueMka 1 KapaHTHH.
B. Xpanenwue.

2. I'. MapkupoBka.
J1. Bpitaua B Ipon3BOJCTBO.
E. Texnonornueckuii mnpouecc.
K. YnakoBka u peannzanusi.
3anuuuTe COOTBETCTBYIOLIYIO MOCIEI0BATEIbHOCTD IU(P CIIeBa HAMIPaBO:

A|b |B | |O|E |[X
3 [IpounTaiiTe TEKCT U YCTAHOBUTE ITOCJIEI0BATEILHOCTD.

Tekct 3amanus: [IopsA10K NOATOTOBKHU K BXOy B KOMIUIEKC YACTBIX TOMELIEHUM.
A. CHATBh BEpXHIOIO OISy U 00YBb.




b. Hagets nepexomnyio 00yBb.

B. Hagetps nepexoaHoii xanar.

I'. Hageth ogHOPa30BYIO MIANIOYKY (BCE BOJIOCHI yOpaTh MO HEE)
M. CHsTbh epexoaHOM Xaar.

E. IlepeoneTncs B HaTenbHOE O€JIbE, CMEHUTH HOCKH.

XK. CHATh TOCTOPOHHME MTPEAMETHI (YKpAILlIEHUs, Yachl, IpOYEe).
3. Ha BbIxoze U3 rapiepoOHO# MPONTH MO JUIKOMY KOBPHUKY.

3anumuTe COOTBETCTBYIONIYIO MOCIEIOBATEIILHOCTh (P CIIeBa HAMIPABO:
A[b [B]r [AJE [X]3

[IpounTaiiTe TEKCT U YCTAHOBUTE IIOCIIEIOBATEILHOCTD.

Texct 3ananus: Ilepen kaxxapIM BXOIOM B UUCTOE NTOMEILEHUE KaXKJIbIil COTPYAHMK JI0 IIEPEOIeBaHUs JOJDKEH TIIATEIbHO
BBIMBITH PYKH C MBUIOM COOJIF0J1asl IOCIIEA0BATEIbHOCTD.

A. CMOUYUTH PyKH BOAOH.

b. Hanectu Ha 1aloHM )KUIKOE MBUIO M1 MHTEHCUBHO Pa30TPUTE JIAJOHHU [0 €r0 BCIICHUBAHUS.

B. BbeiMoliTE€ COTHYThIE KOHYMKH NAJIBLEB JIAJOHBIO IPYTrOM PYKH.

I'. BeIMoiiTe THUIbHYIO CTOPOHY KHUCTH JIaJJOHBIO APYTON PYKH (IIAJIbLIbI IEPEKPEILEHBI).

J1. BpamarenpHbpIM JBUKEHUEM ITOTPUTE OOJBILION Majel] JaA0HbI0 JPYroi pyKH.

E. PazoTpure nagoHs 1o Kpyry najibliaMmy Jpyros pykKu.

K. IIpomorite pyku 1O CTPYEH BOJIbI, BBICYIIUTE.

3anuimTe COOTBETCTBYIOIIYIO MOCIEI0BATEILHOCTE IU(Dp CiIeBa HAIIPaBo:
AlB [B]r [ JE [X

[IpounTaiiTe TEKCT U YCTAHOBUTE MIOCIIEIOBATEIBLHOCTD.

Texct 3ananus: [Topsnok CHATUSA TEXHOJIOTUYECKOW OJEHKIBI.

* [IOU (nocreodyrowas obpabomra uzdenuir)

A. CHATB OYKH.

b. CHATh TEXHONOTHYECKUE MTEPUYATKH.

B. Cusre nuteM, pasmectuts B KoHTelHep i [IOU.

I'. Custb Gaxuiibl U pa3MECTUTD B 30HE CTEPUIIBHOTO XpaHeHus (1160 B koHTelHep s [ION).
J1. CHATh KOMOMHE30H, pa3MecTuTh B KoHTeiHep 1t [TOU.

E. ITocenoBaTenbHO CHATH IIANIOYKY U MACKY.

XK. CHAT BIarooTBoAsIINE NEPUATKH.

3anuImTe COOTBETCTBYIOIIYIO MOCIEA0BATEILHOCTE U (p CieBa HAIIPaBo:
[A[B [B T [AJE [X|




[IpounTaiiTe TEKCT M YCTAHOBUTE MOCJICIOBATEILHOCTD.

Texcr 3amanust: [Topsiok HageBaHUsI TEXHOJIOTHYECKOM OJICHKIBI.
A. Haners Macky.

b. Hanets muiem.

B. Haners nepyatku [uist nepeofeBaHus.

I'. Hagets kOMOUHE30H.

J1. CMeHUTb NepexoaHyI0 00YBb.

E. Hanerp Gaxuiisl.

K. CMeHuTh epyaTKy ISl IepeoIeBaHus Ha BIArOOTBOISIIUE.
3. HazmeTs TexHOJIOTHYECKHUE TIEPUYATKH ITOBEPX BIArOOTBOISAIINX.
W. Hagets oukwu.

K. YO6enuTbcs, 94To BBl O/ICTHI IPABUIIBHO.

3aHI/II_HI/ITC COOTBCTCTBYIOIIYIO ITOCJICOAOBATCIIbBHOCTD LII/I(I)p CJICBA HAIIPaBO:
AJB |[B|r [A]E[X][3 [U K

[IpounTaiiTe TEKCT U yCTAaHOBUTE MOCIEA0BATEIBHOCTD.

TexcT 3ananus: Pacrionoxure nepeuncieHHble BU/Ibl BHEIIHEH HOPMAaTUBHOW JOKYMEHTAIMU B MOPSI/IKE II1aBEHCTBOBAHUS JUIS
npennpustuit-npoussoaurenet JIC na reppuropun PO.

A . ®©C

b. ®3 Ne 61

B. Ilpuka3z Munnpomtopra Ne 916

I.TOCT

3anuuuTe COOTBETCTBYIOIIYIO MOCIEI0BATENIbHOCTD LU (p ClieBa HANPaBo:
A |b |B |T

[IpounTaiiTe TEKCT U YCTAHOBUTE MTOCIIEIOBATEIBHOCTD.

Texct 3ananust: IlepeunciuTe nociae10BaTENBHOCTD ONIEPALMN Ul ITPOLIECCa B3BEIIMBAHUS COTJIACHO BHYTPEHHEN HOPMAaTHUBHON
nokymenTtauu npennpusatus COIl «ITopsiiok paboTsl Ha HIEKTPOHHBIX BECax»

A. Oukcanus 3HaYCHUH.

b. [ToaroroBka k pabdoTe.

B. 3aBepuienue paboThl.

I'. B3gemuBanue.

3anuimure COOTBCTCTBYIOIYIO ITOCIICAOBATCIIbHOCTD I_II/I(I)p CJICBA HAIIpaBO:
[A[B [B T |




[IpounTaiiTe TEKCT M YCTAHOBUTE MOCJICIOBATEILHOCTD.

Tekcr 3amanus: YKaKUTE BEPHBIN MOPSAIOK KU3HEHHOTO IUKJIA TOKYMEHTOB Ha (hapMaIieBTUUECKOM MPEAITPHUATHH.
A. Pacnpenenenue.

b. I[TepecMoTp, BBIBOJ M3 0OpallieHUs, apXUBUPOBAHUE  YHUUTOXKCHHE.

B. Pa3paboTka u corimacoBaHue.

I'. YTBepxnenue v BBOJ B ICUCTBUE.

3anummure COOTBCTCTBYIOIIYIO IIOCIIEA0BATCIIBHOCTD I_[I/I(bp CJIEBA HAIIpaBO:
A|lb |B |T

10.

[IpounTaiiTe TEKCT U YCTAHOBHUTE MOCIEA0BATEIHHOCTb.

TexcT 3amanus: B paMmkax Hajuiexkamieid Npou3BOACTBEHHON NMPAKTHKU Ha dTare (apMaleBTUYECKON pa3paOOTKH >KU3HEHHbIN
LUK TPOAYKIMH BKJIIOYAET CIEIYIONIYI0 MPOU3BOACTBEHHYIO JESTENBHOCTh HOBBIX U YK€ CYIIECTBYIOIIMX JIEKAPCTBEHHBIX
MpernapaToB:

A. pa3paboTka akTUBHOU (hapMaIeBTUYECKON CyOCTaHIINN;

pa3paboTka cocTaBa (BKJIIOYasi CUCTEMY “KOHTEHHEp (CpeaCTBO YKYHOpKU));

b. mpou3BoACTBO JE€KaPCTBEHHBIX MPENApaTOB JUIsl KIMHUYECKUX UCCIIEI0BAaHUM;

B. pazpaboTka cuctembl 1ocTaBKH (IPH HEOOXOAUMOCTH);

I'. pazpaboTka METOAMK aHAIK3a

J1. pa3paboTKa TEXHOJIOTUUECKOTO MPOoIecca U MacIITabupPOBAHUE;

3aHI/II_HI/ITC COOTBCTCTBYIOIIYIO ITOCIICAOBATCIBHOCTD LII/I(I)p CJICBA HAIIpaBO:
A[B [B [T [

11.

[IpounTaiiTe TEKCT U YyCTAHOBUTE MOCIEA0BATEIBHOCTD.

TexcT 3amanus: B pamkax Hajuiexamield Mpou3BOJACTBEHHON NPAKTHKU Ha ATare MPOMBIIUIEHHOTO IMPOU3BOJCTBA KU3HEHHBIN
LUKJI IPOAYKIIUN BKIIOUYAET:. ..

A. mprobOpeTeHne 1 KOHTPOJIb UCXOJHOTO ChIPbs U MaTepUaloB;

b. mpenocraBnenne noMenieHuit st Mpou3BOICTBA, CUCTEM O0ecliedeHHsl U 000pyJOBaHNUS;
B. Bb1aua paspelieHns Ha BITYCK IPOIYKIUH;

TEXHOJIOTHYECKHI! Mpoliecc (BKII0Yasi yIaKOBKY U MAPKUPOBKY);

I'. KOHTpOJIb KauecTBa U 0OecIeYeHNe KauecTna,

Jl.TexHONOTHYECKH mpoliecc (BKI0Yasi yIakoBKY U MApKUPOBKY);

E. xpanenue;

XK. peanu3zanys (3a HCKJIIFOUYEHUEM OITOBOI TOPTOBIIH);

3ananTe COOTBGTCTByIOH_IyIO IIOCJICA0OBATCIIBHOCTD I_II/I(I)p CJICBa HaHpaBOZ
A [B [B T [AJE [X |




12.

[IpounTaiiTe TEKCT U YCTAHOBUTE MOCIIEIOBATEIbHOCTD.

Texct 3apanus: [logroroBureabHbie pabOTHI IO AaHAINU3Y PUCKOB BKJIIOYAIOT CIIEAYIOLIEE STAIbI:

A. Ha3HaYCHHE PYKOBOJHUTEINS TPYMIIbI U IPUBJICUCHHE HEOOXOIUMBIX PECYPCOB;

b. cOop ucXoAHBIX TaHHBIX W/WIM JAHHBIX O MOTEHIIMAJILHOW OMACHOCTH, ylepOe WM BO3JCUCTBUU HA 3/I0POBHE UYEIOBEKA,
CBSI3aHHOT'O C PUCKOM;

B. dopmupoBanue npoOiaeMbl /MK BOIPOCOB, MPEAIOIOKEHUM, CBA3aHHBIX C PUCKAMU;

I'. ycranoBneHre CpoKOB BBITIOJIHEHUSI PaOOThI M JIUI], KOTOPBIM JOJDKHBI OBITH MPECTABICHBI €€ PEe3yJIbTaThl, a TAKKE YPOBEHB
JIUL, TPUHUMAIOIIUX PEUICHUE B OTHOLLIEHUN aHAJIN3a PUCKOB.

3anummure COOTBCTCTBYIOIYIO ITOCIICAOBATCIIBHOCTD HI/Iq)p CJICBA HAIIPaBO:
A|b |B |T

13.

[IpounTaiiTe TEKCT U YCTAHOBHUTE MOCIEA0BATEIHHOCTb.

Tekcr 3amanus: OmHUM U3 METOJIOB aHaIM3a pUCKa sBIsieTcs: Memoo npedsapumenvhozo ananuza onachocmu (Preliminary
Hazard Analysis — PHA) ocHOBaHHBI Ha HCIOJB30BAaHUU MPEIIICCTBYIOMIETO OMBITA WM HHPOPMAIMK 00 OMACHOCTH U
BKJIFOYAET JTallbl:

A. ompeJiesieHue BO3MOXHBIX CITIOCOOOB YCTPAHEHHS PUCKA;

b. OTHOCUTENBHOTO paHKUPOBAHUS OMACHOCTH, UCTIOIB3YSI KOMOUHAIIMIO TSHKECTU U BEPOSTHOCTU HAaHECEHHUs yIIepoa;

B. Komm4ecTBEHHOH OIIEHKE BO3MOKHOTO yIiep0a 310pOBbIO;

I'. ycTaHOBJIE€HUY CYIIECTBOBAHMS PUCKA.

3anuiure COOTBCTCTBYIOIYIO ITOCIIECAOBATCIIbBHOCTD I_[I/I(I)p CJICBA HAIIpaBO:
A|b |B |T

14.

[TpounTaiiTe TEKCT U YCTAHOBUTE MOCIESI0BATEIEHOCTb.

Tekcr 3amanus: [Ipumenenne HACCP (Hazard Analysis and Critical Control Points) Bxirouaer B ce0st ceMb 3Taros:

A. CO31aHNEC CUCTCMbI BEACHWA NOKYMCHTAIIUH,

b. BBesieHHE cUCTEMBI, KOTOpas MoATBepkaaeT dpdexrruBHOCTh padoTsl 1o HACCP;

B. ompenenenne KOppeKTUPYIOIUX JIEUCTBUN, KOTOPBIE CIEAYET MPEANPHUHATH, KOrJa CHUCTEMa KOHTPOJS MOKAa3bIBAa€T, YTO
napaMeTphbl B KPUTUYECKOIN TOYKE BBIILIN 32 YCTAHOBJICHHBIC IPE/ICIIbI;

I'. ycTaHOBJIEHHE CUCTEMbI KOHTPOJISI B KPUTHYECKUX KOHTPOJIBHBIX TOUKAX;

J1. yCTaHOBJIEHHE KPUTHUYECKUX IIPEJIENOB;

E. ompeziesnieHre KpUTHIECKUX KOHTPOJIBHBIX TOYCK;

JK. BeITIONTHEHKE aHAITN3a OMTACHOCTEH U OMpe/IeNICHIE MPEAYTPEIUTEIbHBIX Mep ISl KaKIO0H OIepalny mporecca.

3ananTe COOTBGTCTByIOH_IyIO IIOCJICA0OBATCIIBHOCTD I_II/I(I)p CJICBa HaHpaBOZ
[A[B [B I [AJE [X |




15.

[IpounTaiiTe TEKCT U YCTAHOBUTE MOCJIEA0BATEILHOCTb.

Tekct 3amanusi: CornacHo Ilpukasy Munnpomrtopra Poccun ot 14.06.2013 Ne 916 (pen. ot 18.12.2015) «O6 yrBepkaenun IIpaBui
Ha/JIe)Kalleil MPOU3BOACTBEHHON MPAKTUKM HA KaXKIOM MpeanpusaTuu 1o npousBoiacTBy JIII qomkHa ObITH OpraHM30BaHa CHCTEMa OT3bIBA
mo0o¥ ceprur JeKapCTBEHHBIX CPENICTB U3 oOpameHusa. OreHKa 0T3bIBa BKITIOYACT:

A. OLieHKYy KaTeropuu pHcka.

b. Ouenky ormacHOCTH 11 30POBBS YEJIOBEKa (MPU HEOOXOIUMOCTH ).

B. IIpoBenenue paccienoBaHus.

I'. OnpeneneHue Kareropuu U NIyOUHBI OT3bIBA.

3anuiuTe COOTBETCTBYIOLLYIO MOCIE10BATEILHOCT IU(P CII€Ba HAIIPABO:
A |b |B |T

16.

[IpounTaiiTe TEKCT U YCTAHOBUTE IIOCIIEIOBATEILHOCTD.

Texcr 3aganus: [Ipu paccie0BaHUU OTKJIOHEHHUS] MOTYT IOTpeOOBaThCs JONOJHUTEIbHBIC JaHHbBIC I BOCCTAHOBICHMS X0Ja
COOBITHI:

A. 0cMOTp MeCTa BO3HUKHOBEHMSI OTKJIOHEHUS;

b. ompoc coTpynHuKa, KOTOPBIN BBISIBHJI/IOIYCTHI OTKIOHEHHE;

B. ompoc oveBuaIIeB W/WTH PYKOBOIUTEIICH TIOIpa3ielicCHUH, YbH OOBSICHEHHUSI MOTYT OBITh HEOOXOIUMBI,

I'. oLileHKa COOTBETCTBHS IeMCTBUI MepcoHasla TpEOOBaHUSIM CTaHJAPTHON ONEePallMOHHON MPOLETypHl.

3amuimure COOTBCTCTBYIOIIYIO ITOCIICAOBATCIIBHOCTD LII/I(I)p CJICBA HAIIpaBO:
A |b |B |T

17.

ITpounTaiiTe TEKCT U yCTAaHOBUTE MOCIEI0BATEIBHOCTD.

Texct 3aganus: [IpoBesenue Bamuaauy OUUCTKH 000PYAOBaHMS BKJIIOYAET B ce0sl CleAyIOINe IPOoLeyphl:
A. IpoBeIEHUE TPOIIECCA OUUCTKH;

b. 3anonHeHne NpoTOKOJIOB onepanuii o OYMCTKe 000pYI0BAHUS;

B. ot60p 11p006;

I'. mepenava nmpo6 B aHATIUTUYECKYIO U MUKPOOHOJIOTUYECKYIO JIaOOpaTOPHH;

J1. aHaNTM3 NOJIYYEHHBIX U3 1a00paTOpHii pe3yIbTaTOB U CPAaBHEHHE UX C KPUTEPUSMHU MPUEMIIEMOCTH.

E. otuer o Banmmmanun

3aHI/II_HI/ITC COOTBCTCTBYIOIYTO IMOCIICAOBATCIbHOCTD I_II/I(I)p CJICBA HAIIpaBO:
A B [B [T [

18.

[IpounTaiiTe TEKCT U YCTAHOBUTE MOCIEA0BATEIBLHOCTb.
Texcr 3amanus: [locine okoHYAaHHSI TPOW3BOJCTBEHHOTO ITMKJIA MPOM3BOACTBA Ma3W HEOOXOJWMO OYHCTHTH O0OpYyIOBaHUE
cornacHO COII «Ounctka u canuTapHasi 00paboTka 000py10BaHUsI ISl IPUTOTOBJICHHS Ma3en»




A. OumcTuTh KaMephl Ma3eBOr0 KOTJIA (IJIS IUIABJICHUS OCHOBBI) M PEaKTOPa-CMECUTEN PacTBOPOM OYHWIICHHON BOIOW W IKHUIKUM
neteprenrom (0,1%-Horo Trrona), mpeIBapuTeIs-HO HArpeThIM 10 TeMiepatypsl 85-90 °C.

b. OTckpectn KoTeN, KPHIIIKY, MEIIAIKY OT OCTATKOB MPOAYKIHH. CIUTh NCTIOIB30BAHHBIN PACTBOP B KaHAM3AIIHIO.

B. 3anonHuTh peakTop-CMECUTENh OUUITIICHHON BOJION TaK, YTOOBI MMOJIHOCTHIO TIOKPBITH MelIanky U ckpeOku. [Ipubasuth aereprent (0,1%-
HBI PacTBOP TUIIOJIA) U HATPETh PacTBOp A0 Temreparypsl 85-90 °C.

I'. BurrounTh Memanky ¥ pa3MelnBaTh MbUTFHBIN pacTBOp B TeueHne 10 MuH.

J1. BBIKITIOYUTH MEIIANIKY U CIIUTh KHJKOCTb.

E. BeICYyLIUTE pEaKTOP-CMECUTEID, TPOILYCKast FOPSAYUI Hap Yepe3 ero KOxyx.

K. JleMOHTHpOBaTh BCE OCTAILHOE 000PYIOBAaHUE, KOTOPOE HAXOIMIOCh B KOHTaKTe ¢ mpoaykiued. [IpoMerts ero 0,1 %-HbIM pacTBOpOM
THUTIOJIA ¥ OYMIIICHHOHN BOJIOM, a 3aT€M CIIOJIOCHYTh OUHIIICHHOHW BOIOH.

3. [Iporepets Bee neranm 70%-HBIM U30MPOINMIOBEIM CITUPTOM M MTOCTABUTh UX HA MECTO.

3anuuuTe COOTBETCTBYIOLIYIO MOCIIEI0BATENIbHOCTD LU(p ClieBa HAIIPaBO:
A|lb |B |I' | I |E [X]|3

19.

[IpounTaiiTe TEKCT U YCTAHOBUTE IIOCIIEIOBATEILHOCTD.

Texcr 3amanus: [Ipu dacoBke cupomna J0IKHA COONIONATHCS CIETYIOMIAst MOCIEA0BATEILHOCT ONEPAITHA. . .

A. HucTsle ¢1akoHBI C MOAAIOIIET0 CTOJA MOCTYNAIOT B TYHHENBbHBIN CTepUIINa3aTop.

b. [TpocTepunuzoBanHbie (hIaKOHBI TIOJIAIOTCS HA ITOBOPOTHBINA CTOJ, KOTOPBIM HAXOIUTCS B YACTOM 30HE (1101
(GUIBTPOBEHTUIIALIMOHHBIM MOTYJIEM-JIAMUHAPOM).

B. ®nakoHbI TOCTYNAKOT HA CTAHLIHUIO PO3JIMBA, TIE HAIIOJHAKOTCS CUPOIIOM.

I'. ITo TpancnopTepy (prakoHBI C CHPOTIOM MOJIAIOTCS HA STUKETUPOBOYHYIO MAIITUHY, T/Ie HA HUX MPUKIEUBACTCS TUKETKA,
HaHOCUTCS CEpHs U JaTa IPOU3BOJICTBA.

J1. HarmonHeHHbIe (h1akoHBI OJIAIOTCS HA YCTAHOBKY HAJIeBaHUS M 3aKaTKU KOJIMAYKa.

3aHI/II_HI/ITC COOTBCTCTBYIOIYIO ITOCIIECAOBATCIIbHOCTD I_II/I(I)p CJICBA HAIIpaBO:
A[B [B [T [

20.

[IpounTaiiTe TEKCT U YCTAHOBUTE MOCIIEIOBATEIBHOCTD.

Texct 3amanus: Jlns oleHKa pHCKa 3arpsi3HEHUS B paMKaX MOHUTOPUHIA MPOM3BOACTBEHHON Cpesbl HEOOXOIUMO H3YUHTh
TEXHOJIOTUYECKH MPOIIECC M COCTABUTH €T0 KapTy W ONPEEIUTh YPOBEHb PUCKA HA OCHOBE ()aKTOPOB PUCKA.

A. JloCTyT /Ui OYUCTKH U Ae3UH(PEKIINH.

b. [IpucyTcTBHE M IOTOK MEpCOHANA.

B. Ilorox Marepuanos.

I'. B30CTh K OTKPBITOMY MPOAYKTY WM MaTepHATy, KOHTAKTUPYIOIMIEMY C TIPOYKTOM.

J1. BMemaTenpcTBa/OnIEepaiiy nepcoHaia u uX CJI0KHOCTb.

E. Hacrora BMewIaTenbCTB.

3amuimure COOTBCTCTBYIOIIIYIO ITOCJIICAOBATCIIBHOCTD I_II/I(I)p CJICBA HAIIPaBO:




AlB |[B T | |E

[1IK-2, VK-1, VK-4,
VYK-6, OIIK-1, OIIK-6

[IpounTaiiTe TEKCT U YCTAHOBUTE IIOCIIEIOBATEILHOCTD.

Texct 3ananus: Ynpasnenue gokyMenTtanuet @CK npeanonaraer, 4To JOKYMEHTBI TOJIKHBI TIIATEIBHO:
A. PazpabarbiBaTbcs

b. CornacoBbIBatbes

B. Pacnipenensatbes

I'. IlogrorasnuBaTbCs

3anuimTe COOTBETCTBYIOUIYIO MOCIEI0BATEIBHOCTD (P ClIeBa HANIPABO:
A|b |B |T

[IpounTaiiTe TEKCT U YCTAHOBUTE IIOCIIEIOBATEILHOCTD.

Texct 3apanus: [Ipouecc ynpaBieHus OTKIIOHEHUSAMH UMEET CIEAYIOLIYIO M0CIE10BATEIBHOCTD:

A. CoTpyAHUK, BBISIBUBILIUI OTKIOHEHUE, TOJDKEH HEMEUIEHHO COOOUIUTH 00 3TOM CBOEMY HEIOCPEICTBEHHOMY HaudalbHHUKY.
b. CBoeBpeMeHHOE OMOBELIEHUE PYKOBOIUTEIS MT0Ipa3IeIICHUS.

B. Opranuzanys BbIIOJHEHUS KOPPEKLMOHHBIX JEMCTBUM U B PEKUME PEaIbHOTO BPEMEHU U 3aII0JHEHHUE YBEAOMIICHHUS 110
OTKJIOHEHHIO.

I'. IlpenssBnenue B OKK yBenomiieHHs 1O OTKIOHEHUIO.

J. CoBmectHo ¢ npencraButeneM OKK nate npenBapuTenbHyIO OLIEHKY OTKJIIOHEHHIO U CTENIEHb €r0 BO3/IEHCTBUS HA IPOAYKT.
E. BeimosiHeHHE KOPPEKTUPYIOIUX U NIPEAYIPEKAAIOIUX IEUCTBUMN.

K. HauaTs paccienoBaHue U BBIICHATH BO3MOKHBIE IPUYHUHBI OTKIIOHEHHS.

3. IIpu BBIABIEHUU KPUTHUYECKUX U CYIIECTBEHHBIX OTKJIIOHEHUH HE3aMEUINTEIbHOE ONIOBELIEHUE JUPEKTOPA 110 IIPOU3BOACTBY,
YIIOJITHOMOYEHHOE JIULIO.

W. 3akppITHE OTKIOHEHUS, 3aII0JHEHUE OTYETA OTYETA 10 OTKIOHEHHUIO.

3amuIInTe COOTBETCTB HOIIYIO ITOCJIICAOBATCIIbBHOCTDb I_II/I(I)p CJICBA HAIIpaBO:
A|B|B|IT|IOA|JE|X |3 |H

[IpounTaiiTe TEKCT U YCTAHOBUTE MTOCIIEIOBATEIBLHOCTD.

Texct 3amanus: PykoBoauTenb CTPYKTYpPHOIO TMOJpa3elieHuss NpU BBIIBICHUM WIM TOJY4YeHHUH HWH(POpPMaLUu O
HECOOTBETCTBHSX JOJDKEH Oe30TiaraTebHO OpPraHM30BaTh MPOBEJEHHE aHalIM3a JUIsl OIpeNesIeHUs] MX MPUYUH M OLEHKHU
HEOOXOAMMBIX JEHCTBUN, YTOOBI M30€XaTh TOBTOPEHUSI HECOOTBETCTBUM. J[J1s 3TOTO €My HEOOX0IUMO:

A. Pa3paboTaTh M1aH KOPPEKTUPYIOLIUX U MPEeIyNPEKIAOIUX JeHCTBUH 110 MOApa3AeICHUIO.

b. Onpenenuts OTBETCTBEHHBIX JIUI M CPOK MPOBEACHUSA KOPPEKTUPYIOIINX U MPEIyIPEKTAOMNX ACHCTBUM.

B. IlepenaTe muiaH Ha yTBEpKEHUE I€HEPATLHOMY AUPEKTOPY NPEANPUSATHS.

I'. Cornacosarsb mnan ¢ HagansHuKOoM OKK.

3anuimure COOTBCTCTBYIOIIYIO ITOCJICAOBATCIIbHOCTD I_II/I(I)p CJICBA HAIlpaBO:




A|lb |B |T

[IpounTaiiTe TEKCT U YCTAHOBUTE IIOCIIEIOBATEILHOCTD.

Tekct 3amanus: Ecin MaciiTaObl v TSDKECTh MOCIEACTBHI HECOOTBETCTBUI HOCST KPUTHUSCKUN XapaKTep, a BHIABICHUE PUIHH
UX MOSBJICHUS TPeOyeT MPUHATHUS OCOOBIX PeIlIeHUH, TO:

A. Cozpaercs crienuainbHasi KOMUCCHUS.

b. Menemxep no kauectBy OOK BHOcUT HecooTBeTCTBUS B mporpammy CAPA.

B. PykoBoauTenb CTpYKTYPHOTO TIOIpa3IelieH s, B KOTOPOM BBISIBJICHO HECOOTBETCTBHE pa3pabaThIBACT IJIaH KOPPEKTUPYIOIINX
U NPEyNPERTAIONINX TCUCTBUM.

I'. Hauansuuk OKK noamnuceiBaeT coraacoBaHHBIN C HUM TUIaH.

J. T'eHepanbHBlii ITUPEKTOP OICHMBAET JIOCTATOYHOCTH Pa3pabOTAHHBIX MEPOINPHUSATHH, I1eIeCO00pa3HOCTh 3aTpaT AJs €ro
BBITIOJIHCHUS M YTBEPKIAET TUIAH.

E. Ha ocHoBanuu mmana meHemxkep no kadectBy OKK 3amonHsier mporpaMMy KOPpPEKTHPYIOIIMX W MHPEIyHpeskIarolInX
JEHCTBUU.

K. Menemxkep no kauectsy OOK mnepemaer komum cornacoBanHoil ¢ OOK mporpammel CAPA B 3aneiicTBOBaHHbIE
MO/Ipa3IelIeHus1, AMPEKTOPY cOOTBETCTRYoLIEro Aenapramenta, ¥YJI, B OKK u B npoussoactBenHo-Texunueckuit otnen (I1TO).
3. Hauansauk OOK u reHepanbHbli AUPEKTOP NPEANPUATHSI KOHTPOIHUPYIOT cocTaBieHue nporpammsl CAPA.

3aHI/II_HI/ITC COOTBCTCTBYIOIIYIO ITOCJIICAOBATCIIBHOCTD LII/I(I)p CJICBA HAIIPaBO:
A[B|[B|T|[AJE][X]3

[IpounTaiiTe TEKCT U YyCTAHOBUTE MOCIEA0BATEIBHOCTD.

TexcT 3amanusa: B mponecce ynpaBiaeHHs KaueCTBOM IIyTEM IPOBEIEHUS KOPPEKTHUPYIOLIMX M MPEXyNPEXAAIOIMNX IEHCTBUN
MeHekep 1o kadectsy OOK ocymiecTBIsIeT CiieyIoNIyto MOCiIe10BaTeIbHOCTh ICHCTBUM:

A. 3anonnser nporpammy CAPA 1o gaHHBIM OT4YeTa O BBIIOJHEHHBIX KOPPEKTUPYIOIIUX JEHCTBUAX, NOJNUCAHHOIO
PYKOBOAMTENIEM CTPYKTYPHOIO IOAPA3ACIICHHUS.

b. BHOCUT 1aHHBIE U3 YyTBEPkKACHHOIO T€HEPAJIBHBIM TUPEKTOPOM IIJIaHa MPEAyNpeKJaoNInX AeiicTBuil B mporpammy CAPA.

B. KonTponupyet BbIoJSHEHNE KOPPEKTUPYIOIIMX AEUCTBUN Yepe3 Mecsl] rocie yTBepxkaeHus nporpammsl CAPA.

I'. EsxxeMeca4HO cOCTaBIIAET OTUET O poBepke BelnonHeHns CAPA.

3anuiure COOTBCTCTBYIOIIYTO ITOCIICAOBATCIIBHOCTD I_II/I(I)p CJICBA HAIIpaBoO:
A |b |B |T

[IpounTaiiTe TEKCT U YCTAHOBUTE MOCIEA0BATEIBHOCTb.

TexcT 3aganus: Ayautopcekasi rpyIina OCyIIecTBIseT CAMOMHCIIEKIIUIO «Ha MECTe» B cOOTBEeTCTBUU ¢ IIporpammoii mposeneHus
camouHcnekuuu 1 OnpocHsIM J1HCcTOM. B nporiecce caMOMHCTIEKITNH TPOBOISAT:

A. AHanu3 10KyMEHTOB

b. [TpoBepKy KypHajoB U 0a3 JaHHbIX.




B. Hanmnuue, npaBMIbHOCTB U JOCTYITHOCTBb JOKYMEHTOB.
I'. Onpoc nepconaia.
J1. HaGuroieHre 3a mepcoHaIoM | POU3BOICTBEHHOM CpeIoi.

3anumuTe COOTBETCTBYIOIIYIO TOCIEI0BATEIILHOCTh (P CIIeBa HAMIPABO:
A|B [B [T [X

[IpounTaiite TEKCT U YCTAHOBUTE IIOCIIEIOBATEILHOCTD.

Texcr 3ananus: Hpeanpustuem-npousBogureneM JIC nomkHO ObITE pa3paboTaHO PyKOBOJCTBO 10 KaYECTBY MM PaBHOLIEHHBIN
JOKYMEHT, BKJIIOUAIOUIHiA B ce0s1 onucanue papMarieBTUYECKONH CHCTEMBbl Ka4eCTBa, B COOTBETCTBUU C HEPAPXUEH TOKYMEHTOB:
A. IOIUTHKY B 00JIaCTH Ka4eCTBa;

b. onucanue cdeprl npuMeHeHUs (papMaleBTHUECKON CUCTEMbI KAUeCTBa;

B. onpenenenue npoueccoB B paMkax (papMaleBTHUECKOM CUCTEMBI KAYECTBA, a TAKXKE UX MOCIEN0BATEIbHOCTH, B3aUMOCBS3H U
B3aMMO3aBUCUMOCTH (KapThl IPOLIECCOB U I'pa MK OTOKOB);

I'. onrcanue OTBETCTBEHHOCTH PYKOBOJICTBA B paMKax (papMalieBTUYECKOM CHUCTEMBI KauecTBa.

3anuuuTe COOTBETCTBYIOLLYIO MOCIE10BATEIbHOCTh IU(P CII€Ba HAIIPABO:
A |b |B |T

[IpounTaiiTe TEKCT U YCTAHOBUTE IIOCIIEIOBATEILHOCTD.

Texcr 3aganusd: [TonmuTuka B 001aCTH KauecTsa...

A. YcTanaBnmBaeTcsi pyKOBOJCTBOM B 00JIaCTH KauecTBa.

b. JlomxkHa BKITIOYaTh B ce0s 11€7TM BHIIOIHEHUS] YCTAaHOBJICHHBIX TPEOOBaHUH.

B. IlocTrosiHHO nepecmaTpuBaeTcs Ajsi o0ecredyeHns MOCTOSHHON 3 (HEKTUBHOCTH.

I'. loBoauTcst 10 CBEEHUS U Pa3bsACHAETCS IEPCOHAITY Ha BCEX YPOBHAX MPEAIPUATHS.

3amuiure COOTBCTCTBYIOIYIO ITOCIICAOBATCIBHOCTD LII/I(I)p CJICBA HAIIpaBO:
A |b |B |T

[IpounTaiiTe TEKCT U YCTAHOBUTE MOCIIEI0BATEIBHOCTD.

Texcr 3amanus: [IpowsBogutens JIC HeceT OTBETCTBEHHOCTh 3a TApaHTHIO OCYIIECTBICHHUS IPOIIECCOB, HEOOXOMMMBIX ISt
obOecrieueHrsT KOHTPOJIA paOOT IO KOHTPAKTY M KOHTPOJISA KauyecTBa 3aKyMaeMbIX HMCXOJHOTO CBHIPbS W MaTepHaIOB. OTH
MIPOLIECCHI JJOTKHBI OBITH O0BbETMHEHBI C YIIPABICHUEM PUCKAMU JIJIsl KA4eCTBA U JOJKHBI BKIIIOYATh B CeOsl:

A. Ocywecmenenue oyenku ucnoiHumenet pabom no KOHMpaKmy u nOCMasuuKos coipvsi (OCYIIECTBISETCS A0 MPOBEACHUS
paboT Mo KOHTPAKTY WX A0 BEIOOpA MOCTABIIMKOB MCXOAHOTO CHIPhS U MAaTEPUAIOB HA MPEMET UX MPUTOTHOCTH U
COOTBETCTBUS TPEOOBAHUSAM K BBITTOIHEHUIO TAKUX Pa0OT WM MOCTABKU UCXOIHOTO CBIPhS M MATEPHATIOB C UCIIOJIb30BAHUEM
YCTaHOBJICHHOM 1[€NU MOCTaBKH);

b. Onpeoenenue cihep omsemcmeennocmu M IPOLECCOB Mepeaavdd HHPOPMAIIMKA B OTHOIICHHH pa0doOT, CBSI3aHHBIX C KAY€CTBOM,




B KOTOPBIE€ BOBJICUEHBI 3aMHTEPECOBAHHBIE CTOPOHBI (TMChbMEHHOE COTJIAIICHHE MEXK]Ty 3aKa3YUKOM U UCIIOJIHUTENIEM);

B. Monumopune u nposepra oessmenvHocmu ucnonnumeris, ONpeaesieHue U BHeIPEeHNEe HEOOXOIUMBIX YITyUIICHHH.

I'. Monumopumne ucxoonozo cvipvs u mamepuanog st 00eCIieueHUsl TapaHTUH TOTO, YTO OHM ITOJIYYEHbI U3 YTBEP)KIEHHBIX
HCTOYHUKOB C HCIOJIb30BAaHHEM COTJIACOBAHHOM IIETIH MTOCTABKHU.

3anuimTe COOTBETCTBYIOUIYIO MOCIEI0BATEIBHOCTD IIU(P ClIeBa HANIPABO:
A |b |B |T

10.

[IpounTaiiTe TEKCT U YCTAHOBUTE IIOCIIEIOBATEILHOCTD.

Texcr 3aganus: Cuctema MOHUTOpPHUHTa 3()(PEKTUBHOCTH MpoLiecca U KauecTBa MPOJYKIHUU JOJDKHA. . .

A. Hcnionp30BaTh ylpaBiIeHUE PUCKAMU JIJIsl KAYECTBA JUIsl YCTAHOBJIEHUS CTPATETUU KOHTPOJISL.

b. ObGecnieunBaTh HHCTPYMEHTHI (HalIpUMEp, CTATUCTUUYECKUE) U1 U3MEPEHUs U aHalIu3a apaMeTpOB U CBOICTB,
ONPEJIEIICHHBIX B CTPATETHUH KOHTPOJISL.

B. AHanu3upoBaTh napaMeTpbl U XapaKTEPUCTUKH, ONIPEIEICHHBIE B CTPATETMHA KOHTPOJISL, Ul TOATBEPKIEHUS IOCTOSTHHON
paboTHI B KOHTPOJIUPYEMOM COCTOSTHHH.

I'. OnpenenuTh UCTOYHUKU OTKJIOHEHUH, KOTOPbIE BIUAIOT Ha 3P PEeKTUBHOCTD MPOLEcca U KaYeCTBO MPOILYKIUH, C LIENbIO
BO3MO’KHOTI'O ITOCTOSIHHOTO YJIy4YIIEHUsI, HAIIPAaBJICHHOTO HA CHUKEHUE WIA KOHTPOJIb H3MEHYUBOCTH.

J. ConeprxaTh UH(OPMALMIO O KAUeCTBE MPOAYKLINH, TOCTYHUBILIYIO B BUjie 0OpaTHOM CBA3M KaK OT BHYTPEHHMX, TaK U OT
BHEUIHUX UCTOYHUKOB (HalpuMep, IPETEeH3UH, OTKa3bl OT MPOIYKIIUH, HECOOTBETCTBUS, OT3bIBbI IPOTYKIIUH, Ay AUTOPCKUE
MIPOBEPKH U JIP.);

E. OGecnieunBarh 3HAaHUSIMU JUIs1 YIIy4ILIEHUs] TOHUMaHUs Ipolecca U JaBaTh BO3MOKHOCTb IPUMEHEHUSI HHHOBAI[MOHHBIX
IIOAXO0B K BaJlUJalUy IIpoLecca.

3aHI/II_HI/ITC COOTBCTCTBYIOIIYIO ITOCIICAOBATCIIBHOCTD LII/I(I)p CJICBA HAIIpaBO:
A[B [B [T [O|E

11.

[IpounTaiiTe TEKCT U YCTAHOBUTE MTOCIIEIOBATEIBLHOCTD.

Texct 3aganus: CTaHIapTHBIN NPOIECC YIPABIECHUS PUCKAMH BKJIHOYAET:
A. O630p pucka.

b. OGuryro oneHKy pucka.

B. KonTpo:s pucka.

I'. PactipocTpanenue nHpopMauu o pucKkax.

3anuiuTe COOTBETCTBYIOLIYIO MOCIEI0BATEIbHOCTD LIU(P CIIeBa HAMIPABO:
A |b |B |T




12.

IIpounTaiiTe TEKCT U YCTAHOBUTE IIOCJIEIOBATEIbHOCTD.

Texcr 3apanus: Koppektupyroniye u nperynpexaaomue 1eHCTBUAS IPEAIPUATHS.
A. BbIsiBI€HNE HECOOTBETCTBUS.

b. Ycranosnenue npuiuH.

B. Perucrpauus.

I'. PazpaboTka KOPPEKTUPYIOLIMX U NPeIyNPEKIAIOIUX MEPOIPUATHH (IU1aH).

J1. Peanmsanus KOppEKTUPYIOLIUX U IPEAYNPEKAAIOLIUX MEPOIIPUATHH.

E. Onenka spdexruBHOCTH (OTUET).

Januimre COOTBCTCTBYIOIIYIO ITOCIICA0OBATCIbHOCTD LII/I(l)p CJICBA HAIIpaBoO:
A|B |[B [T [ ]E

13.

[IpounTaiiTe TEKCT U YCTAHOBHUTE MOCIIE0OBATEIHLHOCTb.

TexcT 3aganus: DTanbl, NpUMEHsieMbIe JJIs TUIAHUPOBAHMS M Havyalla BBIMOJIHEHUS [IPOLIecca YIIPABICHUS PUCKAMU IS
KauecTBa, MOT'YT BKJIIOYATh:

A. ompenesneHue NpoOJIeMHOr0 U (UJIU) MPEACTABISIONIEr0 PUCK BOIIPOCA, BKIIOYAsi COOTBETCTBYIOIINE MPEIANOI0KEHUS,
YCTaHABJIMBAIOIIME BO3MOKHOCTb PUCKA I KAUeCTBa;

b. c6op ucxonnoit undopmanuu u (HUIn) IaHHBIX O MOTEHIIUAILHON OMIACHOCTH, BPE/IE€ WM BIMSHUU Ha 3J0POBbE YEIIOBEKA,
HMMEIOLIUX OTHOUIEHHE K 001Eel OLIEHKE PUCKOB;

B. onpenenenue pykoBoauTENsI U HEOOXOJUMBIX PECYpPCOB;

I'. co3nanue rpaduka, CBSI3bIBAIOIIETO YPOBEHb IPUHATHS PEILIEHUS C BO3MOYXKHOCTBIO OCYILIECTBICHHUS ITPOLIECca YIIPaBJIECHHUS
pPUCKaMU JJIs KaYeCTBa.

3amuiure COOTBCTCTBYIOIYTO ITOCIICAOBATCIBHOCTD LII/I(I)p CJICBA HAIIpaBO:
A|b |B |T

14.

[IpounTaiiTe TEKCT U YyCTAHOBUTE MOCIEA0BATEIBHOCTD.

Texct 3amanus: s mpoBeAeHMs] MEPUOJUYECKHX MPOBEPOK (hapMalleBTUUECKON CHCTEMBbl KayecTBa PYKOBOJCTBO JOJKHO
OLIEHUTH IMOKa3aTean 3(h(HEeKTUBHOCTH CIyyIoNmX npoueccos B pamkax OCK:

A. perensuu, otkinoHeHus, CAPA u mporecchl ynpaBieHus: HK3MEHEHUIMH,

b. oOpatHast cBsI3b B OTHOIIEHUHU Pa0OT MO KOHTPAKTY;

B. mporeccel caMOOLIEHKH, BKIIIOUYasi OLIEHKY PUCKOB, aHAJIN3 TEHJEHIIUN U ayIUTHI;

I'. BHeUIHME OLIEHKHU, B TOM YHCJIE MHCTIEKIIMH YIIOJTHOMOYEHHBIX OpPraHOB U UX 3aKJIIOYEHHUS, a TAKXKe ayAUThI IOTPeOUTENEH.

3amuimure COOTBCTCTBYIOIIYIO MOCIICAOBATCIBHOCTD I_II/I(I)p CJICBA HAIIpaBO:
A|b |B |T




IIpounTaiite TEKCT U YCTAHOBUTE IIOCIIEIOBATEILHOCTD.

Texkcr 3amaHus: MOHMTOPUMHI BHYTPEHHUX M BHEIIHUX (DaKTOpOB, KOTOpPbIE BIMSIOT Ha (hapMalEBTHUECKYIO CHUCTEMY
Ka4yecTBa. ..

A. HoBble HOpMaTUBHBIE TPEOOBaHMsI, PYKOBOJCTBA U IyOJUKAIL[MK OTHOCUTEIBHO KauecTBa, KOTopble MOryT BiuaTh Ha PCK;

b. MunoBanmu, ciocobuslie yinyummts PCK;

15. B. 3meHeHus ycioBui U 1ienen 1eaTeIbHOCTH;
I'. 3meHeHus B paBe COOCTBEHHOCTH HA MPOIYKITHUIO.
3anuumMTe COOTBETCTBYIOLIYIO OCIEI0BATEIBHOCTD LIU(P ClIeBa HANIPABO:
A|b |B |T
[IpounTaiiTe TEKCT U yCTAaHOBUTE MOCIEA0BATEIBHOCTD.
Texct 3anmanus: Ilpomecc BXOZHOrO KOHTPOJIE MCXOJHOTO ChIpbg M MaTEpUajOoB  MPENIOJaracT  CIEAYIOLLYIO
IIOCJIEZI0BATEIBHOCTD JEHCTBUM.
A. B neHp nmocTymieHust HCXOIHOTO CHIPhs B MaTepuaioB ckiaa coodmaer OKK nucsMeHHbIM u3BemIenueM (ai1st oToopa mpoo)
b. OKK, orbupaet npoObl U3 HENOBPEKICHHBIX, YKYTIOPEHHBIX U YIIAKOBaHHBIX coryiacHO H/[ yrnmakoBOUHBIX €MHHILL.
B. IloctynuBiiee celpbe 1 MaTepuaibl pa3MEIalOTCs B 30Hy KapaHTHHA.
I'. O160p npo06 oopmisiercss AkToM 0TOOpPa B ABYX 3K3eMiuisipax. Jl. OnHa u3 yacteit 0oToOpaHHOM OOkl MoABEpraeTcs
UCIBITaHUAM (aHaJIU3Y), BTOpas onedaTeiBaeTcs (IoMOoupyeTcs) u caaercs Ha xpaHenue B apxuB OKK 1o ucnonbs3zoBanus
16. | CBIpPbsI B IPOU3BOJICTBE, a B Cllyyae OpPaKOBKHU CBIPbsI — 10 PELLICHHSI TOr'0 BOIIPOCA € IOCTaBILUKOM.
E. IlpoOy, mpeaHazHaueHHYIO JUIsl aHANIM3a, PETUCTPUPYIOT B )KypHasie BxoaHoro koHTposst OKK.
XK. IIpoBeneHune 1abOpaTOpHBIX aHAIN30B, U Ha oCHOBaHUH pe3ybTaToB OKK nemnaer 3akimroueHre o0 COOTBETCTBUU KauecTBa
CBIPBS TPEOOBAHUSIM ClieHU(DUKALIUH.
3. HaganeHuk OKK paspemaer ckiagy nepenaTs CbIpbe U MaTEpUAIIbl B IPOU3BOJICTBO, O UEM JI€TacTCs 3anuch B JKypHaie
BxoaHoro koHTposst OKK.
3anuimTe COOTBETCTBYIOUIYIO OCIEI0BATENBHOCTD LIU(P ClIeBa HANIPABO:
A|lb |B |I' | |E [X]|3
[IpounTaiiTe TEKCT U YCTAHOBUTE IIOCIIEIOBATEIBHOCTD.
Texct 3amanus: B mporecce mpueMKH MCXOAHBIX M YIMAKOBOYHBIX MaTepUalOB MEHEKEp CKJIaJa BBIMOJIHSET CIETYIOIIYIO
IIOCJIEI0BATEILHOCTD JCHCTBUN:
A. TIpon3BoAUT MPOBEPKY COOTBETCTBUS MOCTYNUBIINX MaTEPHAIOB COITPOBOAUTENbHBIM JOKYMEHTAM, a TAaK:Ke UX
17.

pErUCTpaLMmIo.

b. [Tonaet uzBenienre B OKK Ha oT60p npod mocTynuBLIMX MaTepUaoB.

B. Tapa nomxkHa ObITh IpOBEpEHa Ha IIEJI0OCTHOCTh YIAKOBKH, B TOM YHCJIE LEJIOCTHOCTD IIIOMO.

I'. Ha ocHoBaHuM akTa oT60pa npod MeHemkep GopMHUpyeT akT CIIUCAaHUS Ha TPOBEJIEHUE BXOAHOTO KOHTPOJIS TPH
MOCTYIIJICHUH UCXOJIHBIX MaTepUaJIOB (B 2-X 9K3eMIUIsIpax: MepBblil — st OyXraiaTepuu, BTOPOM MOAIIMBAET B MANKY CKIAJCKUX




JIOKYMEHTOB).
J. Tlo okoHyaHuu npreMKH (GOPMUPYET aKT O MPUEMKE TOBapa B 2-X IK3eMIUIIpax (OJHUH MMepeacT B OyXTraJTepHIo ¢ MTaKeTOM
MEPBUYHBIX JJOKYMEHTOB OT MOCTABIIUKA).

3anumuTe COOTBETCTBYIOIIYO TIOCIEIOBATEIILHOCTD (P CIIeBa HAMIPABO:
A|B [B [T [X

[IpounTaiite TEKCT U YCTAHOBUTE IIOCIIEIOBATEILHOCTD.

Texcr 3aganus: IIpousBonuTens H0JKEH pa3paboTaTh M yTBEPAUTH IPOrpaMMy MOHUTOPHHIA TEXHOJIOI'MYECKOIo Ipoliecca.
JIOJDKHBI OBITH MPOBEJCHBI M O(OPMIICHBI JOKYMEHTAIBHO HEOOXOTUMBIH KOHTPOJIb B IMpPOIECCE MPOM3BOJCTBA U KOHTPOJIb
IIPOU3BOJCTBEHHOM CPEJIBI.

A. CocraBisieTcs IepeyeHb BaXKHENIINX KOHTPOJIBHBIX TOUEK IIPOU3BOACTBA AJI IPOBEACHUS IPOU3BOACTBEHHOTO KOHTPOJIS B
COOTBETCTBHUH C JCHCTBYIOIKMM IPOMBIIIIEHHBIM PErJIaMEHTOM (CTaluu Ipolecca, Mecta oToopa npod, 00bEKThl KOHTPOJIS U
ap.)

b. Ilepeuens cornacoBsiBaetcs ¢ HavasibHuKamMu OOK u I1TO.

18. | B. Opopmnenue Akra 06 oTOGope mpod MPOMEKYTOYHOTO MPOIYKTA.
I'. OT60p MpoO B COOTBETCTBUU C ITEPEUHEM.
J. TpancnoptupoBanue oroOpaHHbIX po0 B 1adopatopunr OKK c¢ 3amosHeHHbIM HalpaBiIeHUEM Ha aHAJIH3.
E. Ilpuem u perucrpanus npoO, BeIOJIHEHNE aHaIn30B coTpyaHukam OKK.
XK. Pe3ynbraThl aHanu3a 3aHocsTcs B [IpoTokos aHamu3a noxynpoaykKra.
3. [lomecTuts KOmUIO MPOTOKOJIAa aHAIK3a B Jlocke Ha ceputo JIII.
3anuuuTe COOTBETCTBYIOLIYIO MOCIEI0BATEIbHOCT IU(P CIIeBa HAIPaBO:
A[B [B[r [HLJE [X]3
[IpounTaiiTe TEKCT U YCTAHOBUTE MTOCIIEIOBATEIBLHOCTD.
Texcr 3amanus: OxHumHu U3 HauOojiee YAacCTO HCHOJIb3YEMBIX HHCTPYMEHTOB YIPaBJIEHUS PUCKAMHU SBISIIOTCA MPHUYUHHO-
cleCTBeHHas nuarpamma (nuarpamma Mcukassel), aHanu3 Ilapero. Anamus Ilapeto (20% npuuns BbI3biBaeT 80% mnpoOiem)
MO3BOJISIET OMNPEAETUTh MEPBOOUYEPEAHYIO TPYNIy MPUYUH JUIS UX JabHEHIIEr0 yCTpaHEHHs. YKaXUTe MOCIEI0BATEIbHOCTh
JENUCTBUN:
A. Tlouck npuuuH (auarpamma lMcukase)
19. | b. BbiGop BenmMuKMHBI CPaBHEHHS.

B. Be16op npomexyTka BpeMEHHU.

I'. HopmupoBka BeTUYuHBI (TIPOIIEHTHI K 00IIIeH cyMMe BCeX BEJIHYKH).

J1. BeicTpauBanue oT OoJbIIel BETUYUHBI K MEHBIIICH.

E. Iloctpoenue B Bujie AMarpaMm, Ha KOTOPOU OTKJIaJAbIBAIOTCS KYMYJISITUBHBIE MPOLEHTHI.

K. Onpenenenne NpuynH, YyCTaHABIUBAIOIIUX BEJIMUYMHY, COOTBETCTBYIOIIYIO BBIOpaHHOMY kKputeputo (80%).




3anumuTe COOTBETCTBYIONIYIO TIOCIEI0BATEIILHOCTD (P CIIeBa HAMIPABO:
AlB [B]r [AJE [X

[IpounTaiiTe TEKCT U YCTAHOBUTE IIOCIIEIOBATEIbHOCTD.

Tekcr 3amanus: DTarbl IpoLecca BbIIYyCKa CEPUH JIEKAPCTBEHHBIX MTPENapaToB BKIIOYAIOT:

A. ITpoBepKy npou3BOACTBA U IPOBEIACHHUE UCIIBITAHUN CEPUU B COOTBETCTBUU C YCTAHOBJIEHHBIMU IIPOLIEAYPAMH.
b. [lepenava B TOBapHBIN 3aImac W/ WM SKCIIOPT CEPUHA TOTOBOU MTPOTYKIIHH.

20. | B- lloareepxaenue yrnoiHOMOYEHHBIM JIMLIOM COOTBETCTBUS CEPMU TOTOBOM MPOIYKIMH, YTO O3HAYAET, YTO CEPHS POM3BEIECHA
¢ coomoaenueM TpedoBanuit GMP 1 coOTBETCTBYET TpeOOBaHUSAM PETHCTPAIIMOHHOTO J0CHE.
3anuuuTe COOTBETCTBYIOIIYIO MOCIEI0BATEIbHOCTD (P CIeBa HAMIPABO:
Alb |B|T
HK-1; VK-1; YK-4; 3amaHus 3aKPHITOTO TUIIA HA YCTAHOBJICHUE COOTBETCTBHUS
YK-6; OIIK-1; OIIK-6 =
[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.
Tekct 3amanus: CymecTByeT IBa OCHOBHBIX BHJIa TOKYMEHTAIIMU: periiaMeHTupyromas (s BeimosHeHus: tpedbosanuii HIII) u
peructpupytomias (s peructpauuu codmoaenust HIIIT).
K kax[10i1 MO3uIIMK, TaHHOM B JIEBOM CTOJIOIIE, MOA0EPUTE COOTBETCTBYIOIIYIO MO3UIUIO U3 TPABOIO CTOJIOMA:
OOBeKT XapakTepucTrKa
A | criemuxanms 1 Pernamentupyromast
JTIOKYMEHTAIIUsI
IIPOMBIIIIEHHBIN PerncTpupyiomas
b | perament 2
npou3sBozicTBa JIC JOKYMCHTALHA
1. CTaH/APTHAS
B | onepanmonnas
nporeaypa (COIT)
I' | 3anmcu
JI | oTueTsl
E | noroBopsl
2K | aHaIMTUYECKHIA JTMCTOK
3anumuTe BRIOpaHHbBIE IUQPHI O] COOTBETCTBYIOITUMH OyKBAMU:
A|lb |B|I'  O|E |X
2 [IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.

TekcT 3aaHus: PernaMeHTpr}omas{ JOKYMCHTAMA BKIKOYACT BUJAbI JOKYMCHTOB.




K kax10#1 MO3UIIMHU, TAHHOW B JIEBOM CTOJIOIE, MOJAOEPUTE COOTBETCTBYIONIYIO MO3UIUIO U3 TPABOTO CTOJOMA:

OOBeKT XapakTepucTHKa
[Tonpo6HbIe TPpeOOBaHMS, KOTOPHIM
JIOTOBOP JIOJDKHBI COOTBETCTBOBATh MICXOTHOE
A | (Texunueckoe 1 | ceIpbe, yakOBOYHbIE MaTepHUaIbl U
COTJIAIICHHE) TIPOTYKITHSI MCTIONB3YFOIIHECS WITH
TIOJTy4aeMbIe [IPHU IMPOM3BOJICTBE
CTaHJapTHasI JIOKyMeHT, coziepKarinii ykazaHus
b | omeparmonnast 2 | IO BBIITOJIHEHHIO OTPEICIICHHON
mpoLenypa orepanyy HaWTy4dIuM 00pa3oM
JIOKyMeHT, coziep KaIinii ykazaHus
B | mporokon 3 | 1O IIPOBEICHUIO U PETUCTPAITIH
OIPE/ICNICHHBIX Oleparyit
CornariieHusi, 3aKJIFOYEHHbBIE MEXTY
3aKa34MKaMy M UCTIOTHUTEIISIMHE
I' | cnemmdukars 4 | OTHOCHUTEIILHO paboT, KOTOpPHIC
BBITIOJTHSTIOTCSI CTOPOHHUMH
OpraHU3alUsIMU (2yTCOPCHHT)

3anummure BRIOpaHHbIE U(PBI TI0]] COOTBETCTBYIOMIMMHU OyKBaMU:
A|b |B|T

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.
Tekcr 3amanus: Peructpupytomas JOKyMEHTAIUs BKJIFOYAET BUJIbI JJOKYMEHTOB.
K kax10i MO3UIIMH, TaHHOM B JIEBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIOIIYIO MO3UIUIO U3 MIPABOTO CTOJIOIA:

OOBeKT XapaKkTepucTUKa
JIoKyMeHT, (GUKCUPYIOTITHIA
BBINOJTHEHNE Pa3JIMYHbIX JEUCTBUMA
A | 3ammcu 1
JIJIS TOKA3aTehCTBA COOTBETCTBHS
WHCTPYKIIHSIM.
OKYMEHT, COITPOBOKAIOIIIIA
MACIIOpPT Hoxy ’ POBOMIAIOIIH o
BBINTOJTHEHNE KOHKPETHBIX 3a/IaHHH,
KadecTBa .

b 2 | IPOSKTOB WM PACCIICIOBAHUI U
(cepruduKar OTPaKAIOIINN PE3YIbTaThl, BEIBOIKI
aHaIN3a) P pesy ’

1 pEKOMCHTAITHH.
JIOKyMEHT, cofepxaliuii pe3rome

B | oruer 3 | pe3y/bTaToB UCBITAHUN 0OPA3IOB

MPOIYKITMH BMECTE C OITCHKOM




COOTBETCTBUS YCTAHOBJICHHOM
JIOKyMEHT, TOITBEp K A0
Ka4yeCTBO, KOTOPbIN HCIIOJIb3YETCA

r AHATMUTUYECKUIA 4 | 715 BXOJIHOTO KOHTPOJIS KauecTBa
JIMCTOK CBIPBS1, BCIIOMOTaTEJIbHBIX
MaTepUAIOB, IIPOMEKYTOUYHBIX
IIPOJIYKTOB.

3anummre BIOpaHHbIE HU(PHI O COOTBETCTBYIOIIUMHU OyKBaMU:
A|b |B|T

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.
Texcr 3agannsa: Heo0X0auMo UMETh B HAIWMYHH COOTBETCTBYIOIIUM 00pa30M yTBEP)KICHHBIE CIICIIM(UKAIINN C YKa3aHUEM JaThl

YTBEPIKICHHUSI.
K kaxaoi nmo3unmu, 1aHHOHW B JICBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIONIYIO MO3UIMIO U3 TIPABOTO CTOJIOIA:
OOBekT XapakTepucTrKa
Crneuudukamu Ha
A | HCXOMHBIE 1 1 | ommcanue JIeKapCTBEHHOW (POPMBI 1
YIIaKOBOUHbIE HOAPOOHBIE CBEJIEHNS 00 YIIaKOBKE
MaTepHalIbl

Crierdukarym Ha
JIOJDKHBI OBITh B HAJIMYHH JUIS

IIPOMEXYTOUYHYIO U .
p [P YTOHIHYIO 2| KpUTUYECKUX CTAIWI WIIH TIPU e
Hepac(acoBaHHYIO
NpHOOPETEHNH U OTTPY3Ke
MPOIYKIIHIO
OIMCaHNE MaTEPUAJIOB,
BKJIFOYAroIIlee B ce0si: HANMEHOBAaHHE
Cneuudukanmy Ha Y BHYTPEHHUM KOJI; CCBUIKY Ha
B | roroByro 3| (hapmakoneiHyto CTaThIO WK HA
MPOTYKIIHIO JPYT'yI0 HOPMaTUBHYIO
JIOKYMEHTAIIMIO I HOPMATHUBHBIN
JIOKYMEHT

3anummre BhIOpaHHbIE IU(PBI TI0]] COOTBETCTBYIOIIMMU OyKBaMU:
A|b |B

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHE.
Texcr 3aganus: Ha kaxaplii mpoU3BOAMMBIH JIEKapCTBEHHBIH Mpenapar 1 KaXkKAblil pa3mep cepui He0OXOAMMO UMETh
YTBEPKJICHHbIE TMChbMEHHbIE MPOM3BOACTBEHHYIO PELIENITYPY M TEXHOJIOTHYECKHE HHCTPYKIMU. OHU JTOJKHBI COJIEPKATh:




K kax10# MO3UIMH, TAHHOW B JIEBOM CTOJIOIIE, MOJA0EPUTE COOTBETCTBYIOIIYIO MO3UIUIO U3 TIPABOTO CTOJIOIA:
OOBeKT XapakTepucTHKa

yKa3aHus 110 BCEM BUAAaM KOHTPOJIS B
1 | npotiecce mpor3BOICTBA C
YKa3aHUEM JIOITYCTUMBIX MPEAEIOB
nepeueHb BCEX UCXOTHBIX

B TexHomoruueckre o | MaTEPHAIOB, KOTOPBIE OymyT
HUHCTPYKIMH HCIOJIb30BATHCS, C YKa3aHUEM
KOJIMYECTBA KAKJIOTO.

0XKMJIaeMBbI BBIXOJ1 TOTOBOM

3 | IPOIYKIMH C YKa3aHUEM
JIOITYCTUMBIX MPEEIIOB

JIOJDKHBI OBITh YKa3aHbI BCE

4 | BEIIECTBA, KOTOPBIE MOTYT
HCUE3HYTh B X0JI€ TEXHOJIOTMYECKOTO
MIpoIIeCCa;

JITAaHHBIE O MECTE OCYILIECTBICHUS

5 | Mporecca u 00 OCHOBHOM
000pyI0BaHHUH, KOTOPOE IOJKHO
TIPH ATOM HCIIOJIL30BATHCS

OIMCaHKUE JICKAPCTBEHHOM (DOPMBI,

6 | JO3MPOBKM Ipenapara u pazMepa
cepun

A [pousBoncTBeHHAs
perenrypa

3anumuTe BEIOpaHHbBIE OYKBHI MO COOTBETCTBYIOUIUME U PpaMu:
112 3|45 ]|6

IIpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.

Texct 3amanus: Hannexamiash mpou3BOJCTBEHHAs MPakTUKAa — YacThb YIPABIEHUS KadyeCTBOM, KOTOpash rapaHTUpPYeT, 4TO
MPOYKIHS MOCTOSIHHO MPOU3BOAUTCS U KOHTPOJIMPYETCS B COOTBETCTBUH C TPEOOBAHUSMU CIIEIYIOMIUX TOKYMEHTOB.

K kax10#1 O3uIMH, JaHHOU B JIEBOM CTOJIOLE, 11010epUTe COOTBETCTBYIOIIYIO MTO3UIMIO U3 IPABOTr0 CTOJIONA:

OObekT XapaxkTepucTuka
OKYMEHT, KOTOPbII ONUCHIBAET

I'ocynapcreenHble A ’ P

LEJTb, 33/1a41, CXEMY,
CTaH/IapThl KaYeCTBA

A 1 | MEeTOAOJIOTHIO, CTATHCTUYECKIE

JICKApCTBCHHBIX aCIIEKTHI U OPraHU3allio
cpenctB (ODC; OC) p

HCCIICAOBAHMS.




Perucrpaimmonnoe .
Thall Coneprkar o0s13aTeIbHBIN

JIOCBE Ha .
b . 2 | mepeveHb MoKa3aTenel u
JIeKapCTBEHHBIHA
METOJI0B KOHTpOJIs KauecTBa JIC
rpernapar
JIOKyMEHT, B KOTOPOM
3a(hUKCUPOBAHBI TPEOOBAHUSL
Iporoxon I %IILSIBJI:I)SIGMBIG ITcpn OZ[yKTaI\’/I 5
B | ximunueckux 3 P P
N Marepuaiam, KOTopbie
HCCIIEIOBAHNA

WCIIOJIb3YIOTCS WITH TIOJTYYatOTCs
pu npomusBoacTee JIC.
Kommnekr 10KyMeHTOB U
MaTepHAaJIOB, COCTOSIINH U3
HECKOJILKUX Pa3/IeioB —
JIOKyMEHTAIU!
aJIMUHUCTPATUBHOTO XapaKTepa,
4 XUMHYECKOH,
(hapMarieBTUUECKON U
OMOIOrMUECKOM TOKYMEHTAIHH,
(hapMaKoJIOrHIECKON 1
TOKCHUKOJIOTHYECKOM
JIOKyMEHTAIIUH, KITMHUYECKOU
JIOKYMEHTAIIWH.

I' | Cnemuduxanms

3anummre BIOpaHHbIE U(PBI TI0J] COOTBETCTBYIOIIMMHU OyKBaMU:
A|b |B|T

IIpounTaiiTe TEKCT U yCTAaHOBUTE COOTBETCTBHUE.

Texcr 3amanus: Jlns BelmomHeHHUs TpeOOBaHMM HajJeKalled MPOM3BOJICTBEHHON MPAKTUKU JOJDKHBI OBITH OOECIeYeHbI BCe
HE0OXOIUMBIE yCIIOBHS.

K kax/10#1 o3uIMHY, JaHHOHU B JIEBOM CTOJIOIE, 010epUTe COOTBETCTBYIOILYIO MMO3UIMIO U3 IIPABOTr0 CTOJIONA:

OObekT XapaxkTepucTuka
Kaxnolt mocraBke wim —cepuu
OJDKEH OBITH IPUCBOEH
A | Tlepconan 1 [ p

WICHTU(HUKAIMOHHBIA HOMEp WIJIN
UAeHTH(DHUKAIMOHHBII 3HAK.

KoHCTpyKimiss mOMKHA CBOAWUTH K
MHUHUMyMy  PHCK  OHIMOOK U
o0ecIeurnBaTh BO3MOXKHOCTD

Ilomemenns wu 2
TUTOIIA N




3¢ eKTHBHON OUUCTKU

O6opyoBarme 1 JlomkeH ObITh KBATM(HUIIMPOBAHHBIM
3

B U OCYILECTBIISITh U KOHTPOJIMPOBAThH
00CITy>KBaHUE .
IIPOU3BOJICTBEHHBIH IIPOLIECC.
Marepuainsl, .
. W3noxeHbl B NUCBMEHHOM (opme
I' | xoHTElHEPBI, 4
SICHO U HEJIBYCMBICIIEHHO.
ITUKETKU.
YTBEpKACHHBIE

TPOLIC/TYPbI u

I | uHCTpYKIIMK B
COOTBETCTBUH €

OCK

5 PacriosiosxeHre HOJDKHO MCKIIFOYATh
PHCK TIEPEKPECTHOM KOHTaMHUHAITUN

3anummure BRIOpaHHbIE U(PBI TI0]] COOTBETCTBYIOMIMMHU OYKBaMU:
A|lb |B|I' | J

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.

Texct 3amanus: [lomemeHus u o0opylnoBaHME HEOOXOAMMO pacrojaraTb, IPOEKTUPOBaTh, CTPOUTh, OCHAIATh U
9KCIUTyaTHpPOBaTh TAaKUM OOpa3oM, 4YTOObl OHM COOTBETCTBOBAJIU IPOBOJMMBIM OIepalnusM. 30HUPOBaHHE HPOM3BOJCTBA
IIPEIIOIIAracT BbIACIECHUE CIEAYIOIUX 30H.

K kax10#1 Mo3uIy, JaHHOU B JIEBOM CTOJIOLE, 1010epUTe COOTBETCTBYIOIIYIO MTO3UIMIO U3 IPABOTr0 CTOJIONA:

OObekT XapakTepucTrKa

JIoIDKHBI UMETh  BMECTUMOCTD,

JIOCTaTOYHYIO JUIS

YHOPSA0YEHHOTO XpaHEeHUs

pasIMYHbIX KaTeropuu

MaTepualioB U MPOILYKLHUH:

HCXOJTHOTO CBIPHS u

A [TpousBoacTBEHHBIE 1 | YMAKOBOUHBIX  MaTepHaros,
30HBI MIPOMEXKYTOYHOM,

HepacpacoBaHHOM W TOTOBOM
MPOIYKIINH, a TAKKE MPOIYKIIHH,
HaxXoJdIleicss B  KapaHTHHE,
MPOIYKIAY, Pa3pelIeHHON Ui
BBIITYCKa, OTKJIOHEHHOH,
BO3BPAILICHHON WJIM OTO3BAHHOM.

b | Cknaackue 30HBI 2 | [InannpoBOYHbIE peLeHus




JIOJKHBI o0ecrieunBaTh
TMIOCJIE/IOBATEIbHOE U JIOTUYHOE
pa3MerneHre 00OpyIOBaHHS U
MaTepuasoB, cBomfIIee K
MUHUMYMY pHCK
nieperyThiBanus pa3mmaabix JIC
WIM UX KOMIIOHEHTOB, JIOJKHBI
obecrieunBaTh OTCYTCTBHE
MEPEKPECTHON KOHTAMUHALIMUA U
CBOAUTH K MHHHUMYMY DHUCK
MPOITyCKa WJIM HENPaBUIBHOTO
OCYILIECTBJICHUST JIFOOOTO 3Tamna
npu TIPOU3BOJICTBE WU
KOHTPOJIE.

JomkHbl  OBITH  OTHENEHBI OT
MPOU3BOJICTBEHHBIX 30H. Jlns
YyBCTBUTEIIbHBIX puOOpOB,
HYKJAIOIMXCA B 3alllUTe OT
BUOpAIMK, DJICKTPOMArHUTHBIX
IIOJIEH, BJIAXKHOCTU BO3JyXa H
JPYTHUX YCIIOBUH, TOJKHBI OBITH
IPeTyCMOTPEHBI OT/CITbHBIE
KOMHATBIL.

[Tomerienust st iepeoieBaHus,
TyaJleThl W JyIIeBbIe KAOWHBI
JOIDKHBI ~ UMETh  yJOOHBIN
JOCTYI; WX IUITAHUPOBKA U
pa3MepsI JIOJDKHBI
COOTBETCTBOBATh  UMCIIEHHOCTH
TIepCOHAA.

3oHa KOHTPOISL | o
KauecTBa

BcriomorarenbHbie 4
30HBI

3anummre BoIOpaHHbIE U(PBI TI0]] COOTBETCTBYIOIIMMU OyKBaMU:
A|b |B|T

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.

Texct 3amanus: OnpeaencHuss OCHOBHBIX MOHATUH (apMalleBTUYECKOM CHCTEMBI KaueCTRa.

K kax 0¥ mo3uimu, TaHHOH B JIGBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIOIIYIO TTO3UIIMIO M3 TIPABOTO CTOJIOMA:
| | O6wexr | | XapakTepucTuka




CoBOKYITHOCTh
OpraHU3alMOHHBIX MED,

1 IIPUHUMAEMBIX B LIEIISAX
o0ecreyeH s COOTBETCTBUS
kayectBoO JIC nx
Ipe/IHa3HA4YEHHUIO.

YacTh cuCTEeMbI KaUeCTBa,
VYpasienue 2 rapaHTHpyoLas To, 4ro
Ka4eCTBOM TpeOOBaHMA K KaueCTBY OyIyT
BBIIOJIHEHBI

[ukmyeckuii nporiecc
MPUHATHSL YIPaBICHYECKUX
OGecneyeHue 3 PELLEHNH, UCTIOJIb3YEMBbI B
KauecTBa YIIPaBJIEHUN KAYECTBOM
(mpuHUMn [lemunra-
IlIyxapra)

YacTtHplii Ciydail CHCTEMBI
MEHEKMEHTa KauecTBa

4 NPUMEHUTEIIBHO K
(hapMareBTHIECKOMY
IIPOU3BOJICTBY.

A | ©CK npennpusitusi

Luxn PDCA (Plan-
Do-Study-Act)

3anuuuTe BEIOpaHHbIE IUQPHI 10 COOTBETCTBYIOMIMMU OyKBaMU:
A|b |B|T

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHE.
Texct 3ananus: Ha hapmanieBTHUeKOM NEANPUATHN MOTYT BO3HUKHYTb OMKIOHeHUs - II000€ HE0KUJIAaHHOE HECOOTBETCTBUE
YCTAHOBJICHHOI HOpMe, UJIM Pe3yJIbTaT, UM JeHCTBUE OTIIMYAoIIeecs OT MPEANHCaHHBIX TpeOOBaHNN 1 HEMOCPEICTBEHHO WIH
KOCBEHHO BIIMSIOLIEE HA KAYECTBO MPOAYKIUH.

K kax10#1 Mo3uIMy, JaHHOU B JIEBOM CTOJIOLE, 1010€pUTE COOTBETCTBYIOIIYIO MMO3UIMIO U3 IPABOTr0 CTOJIONA:

OOBbeKT XapakTepucTuKa

OtcrymieHne OT CTaHIapTOB
NPEANPUSATHUS, KOTOPOE HE SIBIISIETCA
OTKJIOHEHHEM OT Crel(pHKaII,

1 | Ho ipu ocTaBieHUM O€ BHUMAHUS
MOYKET IIPUBECTH K BBIITYCKY
IIPOJTYKTa, HE OTBEYAFOLIETO
YCJIOBHSIM PETHCTPALIUY.

Kpurnueckoe
OTKJIOHEHHE




OrcryIieHue oT HOpM
CymiecTBeHHOE 2 PM,

b OIPE/ICIICHHBIX B CIICIM(DUKALIUSAX
OKJIOHEHHE N
NN HOpMaTI/IBHOI/I I[OKYMCHTaL[I/II/I.
Heco0itro1enre 1 HEBBITOJIHEHNE
B HecymectBenHoe 3 TpeOOBaHMH («Pe3yJIbTaThl aHAIN3a

3a npeesiaMy CrieHuUKaIm
(O0S)», «ieder)

OrcryruieHne oT CTaHapToB
NPEPUATHS, KOTOPOE HE
HpeJCTaBIISAET PSIMOM OITACHOCTH
JUIs IPOJTYKLIMH, TIPOLIECCY
IPOU3BO/ICTBA, pA0OTHHUKA WIIH
naipenrta. He okasbIBaeT BIMAHUSA
Ha 0€30MacHOCTh, 3 (HEKTUBHOCTH
u kauectBo JIC, HO MOJKET BIIUSTH
Ha CTaOMIIBHOCTB IIpOLIecca.

OTKJIOHCHHEC

I | HecoorBerctBre | 4

3anuimmure BRIOpaHHbIE U(PBI TI0]] COOTBETCTBYIOMIMMHU OyKBaMU:
A|b |B|T

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHE.

Texcr 3aganus: OneHka piucka Ha OCHOBE IIPeBapUTENIbHOrO aHanu3a onacHocteld (PHA).

K kaxmoii nmo3uimu, 1aHHOHW B JICBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIOIIYIO TTO3UIIMIO U3 TIPABOTO CTOJIOIA!
Cepbe3HOCTb (TSHKECTD

o BepositHOCTB
TIOCIIE/ICTBUIN)
He3Hauumenvras (0e3
OueHb MajIo BEpOSITHO, HO
TpaBM TEepCcOHasIa) He
A 1 | Bo3moxkHO: 1 pa3 kaxk/ple
BIIMSIET HAa KPUTUUECKUE

100 neT wm pexe
nokasarenu kauectsa JII1

cpeonsisi (HU3KHA YPOBEHb
TpaBMaTH3Ma) OTKIIOHEHHE, 5

Otnanennas (Mao

OpraHu3aliOHHO-

b BEPOSATHO, HO 0XKUJIACTCs):

MEPEENKa, OTEPS P ’ )
1 pa3 kaxnele 10 ner

JIOBEpHSL KIIMEHTOB
Kpumuyeckas BepositHo (dacto): 1 pa3 B
(IpOU3BOJICTBO MECHIL.

B | ocranaBnmBaercs — Yacro (mocTossHHOE
MPOCTOI1 IO BO3HUKHOBEHHE) Oosee 1

paza B Mecsit Maorma




TEXHUYECKUM IIPUUMHAM) (TIposIBIISIETCS. HECKOJIBKO
pa3): 1 pa3 Brog

Kamacmpoghuueckas Wuorna (mposiBisieTcst
I' | (o13BIB IpOAYKTA, TOTEPS 4 | HeckonbKo pa3): 1 pa3 B
KIJIMCHTA) roxg

3anummre BhIOpaHHbIE U(PHI TI0]] COOTBETCTBYIOMIMMHU OyKBaMU:
A|lb |B|T

[IpounTaiite TEKCT U YCTAHOBUTE COOTBETCTBHE.
Texct 3ananusa: OCHOBHBIMHM METOJIaMU aHAJIN3a PUCKA SIBJISIFOTCS.
K kax/10#1 o3u1y, JaHHOU B JIEBOM CTOJIOLE, 1010EpUTE COOTBETCTBYIOILYIO TO3UIMIO U3 IIPABOIr0 CTOJIONA:

Meron XapakTepucTuKa
JUi1s1 OLIGHKM BO3MOXKHBIX MPHYMH OTKAa30B B
MPOLIECCaX U MX BEPOSITHOTO BITUSIHUS HA
AHAIS BIIA 1 Pe3ysbTaT paboThI W/HIM MPOAYKT (IaeT
METO/IMKY Pa3JeNeH s CJIOKHOTO Mporiecca
A | BIMAHHA OTKA30B 1 | Ha mpuemsIeMble I aHAJIM3a YacTH)
(Failure Mode Effects I P 6
analysis — FMEA). pHUMEHSIETCS K 000pY/I0BaHHIO 1
TOMEIICHHUSIM, aHATTU3Y BITHSHUS
MIPOM3BOJICTBEHHBIX ONEPALIUA Ha IIPOTYKT
WJTH TIPOIIECC.
IIpensapurenbHbIit J1s1 onieHKH npoeKTa oOMeleHUH,
| AHamW3 omacHoCTH o | KOHCTpyKIwH oGopynoBanus. [laet
(Preliminary Hazard TpE/IBAPHUTEIILHYIO IPOPA0OTKY MPOSKTa
Analysis— PHA). (mportecca npomsBozcTsa JIIT).
JUi1s1 aHanM3a ¥ IPUHATUSI MEP B OTHOLLICHUN
PHCKOB, CBSI3aHHBIX C (DH3UUECKOM,
PamxupoBanue u XUMHYECKOH MITH OHOJIOTHIECKON
B | OTcenBanue pHCKOB 3 | OmMACHOCTBIO BKITIOYAS MHKPOOHOE
(Risk ranking and 3arpsizHeHne. Hanbonee s dexruBeH, koraa
filtering). €CTh MOJPOOHBIE TAHHBIE O TPOAYKTE WUITH
nporiecce, YTOObI ONPENIETUTh KPUTHIESCKIE
KOHTPOJIbHBIE TOUKH.
JUi1s1 paccMOTpeHHs 0TKa30B B paboTe
Ananus iepeBa TPOJTYKTa WM Tipouecca. Jst
I' | orkasos (Fault Tree 4 | paccienoBaHusI peKIaMaliii 1 OTKJIOHEHHH
Analysis— FTA). JUISL TIOJTHOT'O TIOHUMAHHMS UX M3HAYaIbHON
MPHYUHBL.
AHanu3 onacHocTel s cpaBHEHMS, TPYTIIIMPOBAHUS PUCKOB 10
1 B KPUTHYECKHX 5 | WX 3HAYMMOCTH, KOI/Id Tpebyercs Kak
KOHTPOJIbHBIX TOYKAX KOJINYECTBEHHAs, TAK U Ka4eCTBEHHAsI
(Hazard Analysis and XapaKTEPHUCTHKA PUCKOB B pAMKaX OJHOIO




Critical Control MPOEKTA (TEXHOJIOMMYECKOTO TIpolecca
Points — HACCP). npousBojcTea JIIT).

3anuuuTe BRIOpaHHbIE U(PHI 1O COOTBETCTBYIOMIMMH OyKBaMU:
Alb |B |l | [

[IpounTaiite TEKCT U YCTAHOBUTE COOTBETCTBUE.

Tekcr 3aganus: [IpousBojacTBeHHBIE OlEepalMyd MOTYT BIMATH Ha JaJbHEHIIMN TEXHOJIOIMUYECKHI IPOLIECC M PHUCK MOTEPH
Ka4ecTBa rOTOBOIO NMPOAYKTA.

K Kax10#1 MO3UIIMH, TAHHOW B JIEBOM CTOJIOIIE, MOJAOEPUTE COOTBETCTBYIONIYIO MO3UIUIO U3 TPABOTO CTOJIOIA:

Texnonoruyeckas
Puck
orepars
Bpewms, ckopocts,
A BUOpAIHs 00TyKTOpa Mpu 1 HeonnoponHocts
HAHECEHNUH 00O0JIOUKH Ha cepun
TabJICTKY si/Ipa
B [Tapamerpsl ) YBenuyeHne/CHUKEHHE
IIPECCOBAHMUS MIPOYHOCTH TAOJIETOK
B Hnoxas CPITTYHECTh 3 | Paccroenue TabieTox
TalIeTUpyeMon Macchl
HenocraTounoe
[ | KomriecTso 4 KoneGanus Beca
TpaHyJIMPYIOIIEi TaOJIeTKH
KHUJIKOCTH

3anuuuTe BRIOpaHHbIE IU(PHI 107 COOTBETCTBYIOIIMMH OyKBaMU:
A|b |B|T

IIpounTaiite TEKCT U YCTAHOBUTE COOTBETCTBUE.
Texct 3aganus: OOIMe MpaBuiia OpraHU3aliy epcoHaia npeanpusaTus B coorerctsuu ¢ [Ipasunamu HITII.
K kax10#1 o3uIMH, JaHHOU B JIEBOM CTOJIOLIE, 11010epUTe COOTBETCTBYIOIIYIO MO3UIMIO U3 PABOTr0O CTOJIONA:

O6BeKT XapakTepucTuKa
COBOKYITHOCTB JIUII, BBITTOJTHSFOIITHX
A | Ilepconan 1 | HeoOXoauMbIe (PYHKIMU HAa OCHOBE

3aKJIFOYEHHOT'O TPYAOBOI'O AOr0BOpa
Bximouaert: pykoBoauTesns
npon3BoAcTBa; pykoBoautesst OKK; ne
MeHee yeM onHo YJIL.

Briciee 2
PYKOBOJICTBO




JInua, xoTopbIie pyKOBOIAT U
OCYIIECTBJISIIOT Ha BBICIIIEM YPOBHE
KOHTPOJIb ICSTEILHOCTH MTPEATIPUSTUS

B YnonaHoMoue 3 | W ero OTACIIBHOM IUIOIIAAKH, a TAKKE
HHOE JIULIO MMEIOT MTOJTHOMOYHS U OTBETCTBEHHOCTD,
9TOOBI 337ICHCTBOBATH PECYPCHI
MPENPHUSTUS WK €ro OTIEIIbHOM
TUIOIAJIKH

PabGorauk npoussoautens JIC,
aTTECTOBAHHBIN B YCTaHOBJICHHOM
YIIOJTHOMOYEHHBIM (heIepaIbHbIM

r Kirouesoit 4 | opraom VICTIOJTHUTEIBHOM BJIACTH
TIepCOHA MOPAIKE U UMEIOIINI CTax pabOThI HE
MEHEE TISITH JIET B 00JIaCTH TIPOU3BOICTBA
w/vm koHTposst kadectsa JIC u
pohUIIBHOE BEICIIIEE 0Opa30BaHHE.

3anummure BBI6paHHBIC LII/ICprI noa COOTBETCTBYHOIMMMU 6y1(BaMI/IZ
A|b |B|T

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.
Texcr 3aganus: JIOJKHOCTHBIM JIUIAM IPEIIPUATHS COOTBETCTBYIOT 00SI3aHHOCTH.

K kax0ii nmo3uiyu, 1aHHOHW B JIEBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIOIIYIO TTO3UIIMIO U3 TIPABOTO CTOJIOIA:
OOBeKT XapakTepucTuKa
Opranusyer paboty u

s dexTrBHOE

A I'enepanbHbIi TUpEKTOp 1 B3aUMOJICHCTBHE BCEX
MIPENPUITUS CTPYKTYPHBIX
MoIpa3AeTICHAN
TIPENPUSITHUSL.
OGecneunBaeT
OpraHU3alUIO BHITOTHEHHS
KOPPEKTUPYIOIIUX
JIEMCTBUIN M OCYIIECTBIISIET
KOHTPOJIb COOJTFOICHUSI
CPOKOB UX BBIIIOJIHEHUSI
PykxoBogurens 3 CocrasnieHue oT4era o
CTPYKTYPHOT'O IIPOBEPKE BBINOIHEHUSI

b | YnonHoMoueHHOE IO 2




TOAPa3JICIICHUS CAPA

Jlo/KeH rapaHTHpOBaTh,
yro Kaxnaas cepust JIC Obuta
MIPOM3BEJICHA U TIPOBEPEHA
4 | B COOTBETCTBUH C
3aKOHOJATENIHLCTBOM U
TpeOOBaHUSIMU
PETHUCTPAITMOHHOTO JOCKE.

Menepkep 110 KauecTBy
OOK

3anuuuTe BRIOpaHHbIE HU(PHI 1O COOTBETCTBYIOMIMMH OyKBaMU:
Alb |B|T

16.

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHE.

Texct 3amanus: Ilepconan ¢apmaneBTUUECKOTO MPEANPHUATHS JODKEH MPOWTH KOMIUIEKC METUIIMHCKUX OO0CIeq0OBaHUH,
HaIPaBJICHHBIX Ha BBISBJIEHUE MATOJIOIMUECKUX COCTOSHUM, 3a001€BaHUN U (PAKTOPOB pUCKA UX PA3BUTHS.

K Kax[10¥ MMO3UITMH, TAHHOW B JICBOM CTOJIOIIE, MOJ0ESPUTE COOTBETCTBYOIIYIO MO3UIUIO U3 TIPABOTO CTOJIOMA:

OObekxT XapaKkTepucTuka
A Hpe)lBapHTeJIULHHI?I 1 B nponecce paOoThl Kaxblit
MEJIMLIMHCKUI OCMOTP roj
Iepen Havasiom pabouero aHsA
JUTS BBISIBJIEHUS IPU3HAKOB
BO3JICHCTBUS BPEAHBIX W/HIH
B Ilepronnueckuii o | OMACHBIX IPOU3BOJICTBEHHBIX
MEIMIMHCKAN OCMOTP (haKTOpOB, COCTOSIHUM 1
3a00s1eBaHMiA, TPENSATCTBYIOIINX
BBIIIOJTHEHUIO TPYA0BbBIX
00si3aHHOCTEH
B HpO(bmaKTH? ceam g [Ipu nocrynnenun Ha paboty
MEJTMIMHCKUN OCMOTP
B nensix cBoeBpeMeHHOTro
. BBISIBJIEHMS 1aTOJIOTHYECKUX
r TpencvenHbi 4 | cocTosTHAM, HEMEIULIMHCKOIO
MEIULMHCKUN OCMOTP ’
NOTPeOIICHHST HAPKOTUIECKHX
CpeACTB
1 [TocnecmenHbI 5 B nporecce paboThl Kaxablit
MEMIMHCKUN OCMOTP JIEHB 10CJIE CMEHBI

3anummmTe BeIOpaHHbIe MU PHI IO COOTBETCTBYIONMMU OYKBaMH:




AlB [BIT [

IIpounTaiiTe TEKCT U yCTAaHOBUTE COOTBETCTBHUE.
Texct 3apanus: Cucrema KOHTpOJIS KauecTBa rotoBo mpoaykuuu (I'Tl) onepupyer cieayromumMy NOHATUSMU.
K kax10#1 no3uIyy, JaHHOU B JIEBOM CTOJIOLE, 1010€pUTE COOTBETCTBYIOILYIO MTO3UIUIO U3 IPAaBOr0 CTOJIONA:

OOBeKT XapakTepucTHKa
CoBOKYITHOCTb IIPU3HAKOB,
onpenersironmx cBorctso I'T1, ero
. COOTBETCTBHUE MPETHAZHAUCHHO
["oToBbIit e My
A 1 | mpumeHEeHUIO U OCHOBHBIM
MPOIYKT
rapaMeTpam TeXHOJIOTHYECKOTO
TpoIiecca, BKIIFOUCHHBIM B
PETUCTPAITMOHHOE JIOCHE.
He pomycTuts K UCTIONB30BaHUIO WU
Kauecrso caT3aliu MIPOAYKIIHIO, HE
b} rorosoro 2 pIIOBJIeTBO sﬂgmyfo eéOBaHMﬂM
MIPOTYKTA Y p P
17. PETHCTPALIMOHHOTO JIOCKE.
[Iponykuus, mpoieaias Bce
KonTposs oL A
TIOCJIeIOBATEIbHBIC CTAUN
KayecTBa
B 3 | TEXHOJOTUUYECKOTO MPOIIecca, BKIIOUast
FOTOBOTO OKOHYATEh AKOBKY H
NpoTyKTa HYIO YII y
) MapKHUPOBKY.
[TosHBI aHAIN3 TIO BCEM TMOKA3aTENAM,
enb koHTpOIIS niepeurciieHHpM B @C Ha JIC
r | Kaectsa 4 | TPemTpHATHS, MIPOBOJIAILIMIICS B
TOTOBOM naboparopusix OKK mocne
TIPOTYKIUN 3aBepiteHus ynakoBku cepun JIC u
oTOopa MpoOBL.
3anumuTe BRIOpaHHbBIE IU(PHI TOJ COOTBETCTBYIOMINMHE OyKBaMU:
Alb |B|T
[IpounTaiite TEKCT U YCTAHOBUTE COOTBETCTBHE.
Tekcr 3apanus: Cucrema BaJIMIallud ONIEPUPYET CIEAYIOIIMMHU MOHATUSIMH.
18. | K xaxmo# nosunuu, 1aHHO# B JIEBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIONIYIO MO3UIIMIO U3 IIPABOTO CTONIONA:

OOBeKT XapakTepucTrKa
JloKkyMeHTalbHO IOATBEPAUTD, UTO
Kakas-JIn00 MeTOIHKA, IIPOLIECC,

A | Bammparms 1




000py10BaHKE, TESTEINLHOCT WITH
cHrcTeMa JeHCTBUTENBHO MTPUBOJIT K
0XUIAEMBIM PE3YyJIbTaTaM.
YcranosneHue
3a/I0KYMEHTUPOBAHHBIX
CBHIETENIBCTB, 00ECIEUNBAIOIINX
BBICOKYIO CTEIEHb YBEPEHHOCTH B

o | TOM, UTO B pesyibTaTe KOHKPETHOTO
nporiecca OyieT MOCTOSIHHO
MPOU3BOIUTHCS MPOAYKT,
COOTBETCTBYIOILLIMI 3apaHee
OIpe/IeTICHHBIM CHEM(DUKAIHSM U
MOKa3aTesiM KauecTBa.
COBOKYIHOCTB B3aUMOCBSI3aHHBIX U
B3aUMOJICHCTBYIOLIHMX BUIOB
JeATeNIbHOCTH, MTpeodpasyrolas
BXOJIbI M BBIXO/IBL.

IloBTrOpHAas BayMuanys AJ1s FapaHTUH
TOT'0, YTO MPOLIECCHI M POLIETYPhI
I' | PeBamupanus 4 | ocTaroTcs MPUTOIHBIMHU JIJIsS
JIOCTHKEHHMSI OTIPEAETICHHBIX
PE3YIBTaTOB.

b | Lems Bamumanmu

B | Iporecc 3

3anummre BIOpaHHbIE U(PBI I0J] COOTBETCTBYIOIIMMHU OyKBaMU:
A|b |B|T

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHE.
Texcr 3anmanus: Ilepeyenbp MeponpusaTuil yOOpKH, OYMCTKM M J€3MH(EKUMH MOMEIIEHUH MpeanojaraeT Claeayromyo
MEePUOJUYHOCTh U METOJ1/BU]T yOOPKH.

K kax/10#1 Mo3uIMHY, JaHHOHU B JIEBOM CTOJIOIE, [10I0EPUTE COOTBETCTBYIOIIYIO MO3UIMIO U3 IIPABOTr0 CTOJIONA:

OOBbeKT XapakTepucTuKa
ExenenensHas
(mepronnueckas). Bakyymnas,
BIIQXKHAsI, C YCUJIEHHON
JIC3UH(DCKITUCH.

ExxenHeBHast (TeKy1as).

b | Knacc uncrotsl B; C 2 | Bakyymnas yoopka, yoopka
CYXUM U BJIaHBIM METOIOM C

A | Kimacc yncrorer A 1




UCTIONI30BAHUEM MOFOIIINX U
JIe3UH(HULUPYIOLIUX CPEICTB.
ExxenneBHas (Texymas) — B

3 | Hauae 1 KOHIIE CMEHBI.
Bnaxnas, ¢ nocnenyroien
JIC3MH(DEKITUCH.

B | Kiacc uncrorer D

3anuuuTe BRIOpaHHbIE HU(PHI 107 COOTBETCTBYIOMIMMH OyKBaMU:
A|b |B

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.

Texct 3amanus: B cTpykType cranaaptHoii onepaunoHHod npouenypsl (COIT) MOXKHO BBIIEIUTH 3JIEMEHTHI, OTBEUYAIOIUE HA
BOIIPOCHI, JJI pa3penieHusi KOTOPhIX OHU MPEAYCMOTPEHBI.

K ka)k[10i1 MO3UIIMH, TaHHOW B JIEBOM CTOJIOIIE, MOA0EPUTE COOTBETCTBYIOIIYIO MO3UIMIO U3 IPABOTr0O CTOJIOMA:

OOBeKT XapakTepucTrKa
Korna Heobxonumo
BBITIOJTHUTB 3TY TPOLIE, ?
A | Ha3nauenue 1 Ty TIPONEAYPY
I'ne npumensiercs sra
mporerypa’?
UYto HYKHO BBITIOJTHEHHS
20 b | O6nacts npumeHeHus | 2 Hy ‘fmﬂ
: TIPOLIETYPHI?
Ilouemy HammcaHa 3ta
B | OrBeTcTBEHHOCTH 3 | mponenypa? [Touemy sta
MIPOLIEYPA BHITOTHSIETCSI?
Kro BbmomnHser nponenypy u
Marepuans! u port M
r 4 | KTO OTBEYAET 3a €€ MPABUILHOE
00opyI0BaHKE o
BBINOJTHEHHUE
3anumuTe BRIOpaHHBIE IU(PHI TOJ COOTBETCTBYIOMIMMHE OyKBaMU:
A|lb |B|T
[IK-2; YK-1; VK-4; [IpounTaiite TEKCT U YCTAaHOBUTE COOTBETCTBUE.
VK-6; OIIK-1; OITK-6 Texkcr 3amanus: Ymnpaenenue ominomenusmu - OpraHM3alvs ACHUCTBUU paOOTHUKOB (HhapMalleBTHUECKOTO MPEANPHATHS MPU
BBISIBIICHUM OTKJIOHEHWW B TPOIECCE MPOU3BOJACTBA, MPABWIHHOE TOKYMEHTHPOBAHWE BCEX OTKIOHEHHWH IS oOecriedeHus
1

aHalM3a TeHJCHINH U YPPEKTUBHOCTH KOPPEKTHPYIOMIMX ACHCTBUN, TIPEIIoIaraet

K kax0#i mo3uimu, 1aHHOH B JIEBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIOIIYIO TTO3UIIMIO M3 TIPABOTO CTOJIOMA:
OOBbexT XapakTepucTuka

A | Cucrema ympasnenusi | 1 | JleiicTBre, IpeIpUHAMAEMOE




OTKJIOHEHHUSIMH JUIsl yCTPaHEHUsI IPUYHHBI
MIOTEHIINAIEHOTO
HECOOTBETCTBUSL WU JIPYTOU
MOTCHITNAITLHO HEXKeIaTeILHOM
CUTYaIlH, BKIIFOYas
MOTEHIMAILHBIC TPUYUHBI TS
YK€ BbISIBJICHHBIX
HECOOTBETCTBHIA.

[elicTBre, IpeIIpUHIMAcMOE
JUTSl yCTPAHEHUS IPUYHUHBI

b i[(eofll) giKI;HOHHoe 2 | oOHapyKEHHOTO HECOOTBETCTBUS
WITH IPYTOH HEeXKENaTeIbHON
CHUTYAIUH.
CHCTEMa OPTraHN3aLOHHBIX Mep,
HaIpaBJICHHBIX HE TOJBKO Ha
KoppekTupyioriee CBOEBPEMEHHOE BBISBIICHHE
B neficTaHe 3 | caMHX OTKJIOHEHHH WITH MX

TIOCJIE/ICTBHI, HO M HA
YCTpaHEHHE IPUYUHBI UX
BO3HUKHOBEHHUSI.

JelicTBre, NpeapuHUMacMOe
JUISL yCTPAHEHUS MOCIIEACTBUIA
HECOOTBETCTBHSL.

r [Ipenynpexnaroiee 4
JIeicTBUE

3anuuuTe BRIOpaHHbIE HU(PHI 107 COOTBETCTBYIOIIMMH OyKBaMU:
A|b |B|T

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHE.
Teker 3amanus: O630p KauecTBa MPOAYKIIUU TIpeanpuatust popmupyertcs ais kaxaoro JII exxeromaHo.

K kax10# MO3UIIMH, TaHHOM B JIEBOM CTOJIOIE, MOAOEPUTE COOTBETCTBYIOIIYIO MO3UIUIO U3 TIPABOTO CTOJOIA:
OOBEKT XapaKkTepucTuKa

PerynspHas nepuouueckas
WJIY TIOCTOSIHHO TIPOBOIUMAst
A | KauectBo JIC 1 | omeHka kauecTBa BCeX
TIPOM3BOMMBIX
3aperucrpupoBadHbix JII1

2 XapaKkTepuCTUKa CTETIEHU
TIOJIOKUTENTHHOTO BiwstHYS JIT1

b | Besonacuocts JIC




Ha TCUCHHE,
MPOJIOJDKHTEIIBHOCTh
3a00J1€BaHMsI UK €70
MpeIOTBPAIIICHHE,
peaduTaIyo, Ha
COXpaHEHHE, MPEOTBPAIICHIE
WY TIPEphIBaHKE
OEpECMEHHOCTH.

CootserctBue JIC
TpeOoBaHUIM (hapMaKOTICHHOM
B | DddextuBHOCTS JIC 3 | crarbu 10O, B ciydae ee
OTCYTCTBHSI, HOPMAaTHBHOT'O

JIOKYMEHTa
Xapaxrepuctuka JIC,
0O030p KauecTBa OCHOBaHHas Ha
I' | mpomykra (PQR - 4 | cpaBHUTEIILHOM aHAJIU3E €ro
product quality review) 3(EKTUBHOCTH U pUCKa

IMPUYIMHCHUA BpCid 3I0POBbIO

3anummure BRIOpaHHbIE U(PBI TI0]] COOTBETCTBYIOMIMMHU OYKBaMU:
A|b |B|T

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.
Texct 3aganus: Uuctble nomenienus papmMareBTHUeCKOro npeanpusaTs 1uddepeHupyoTcs Ha KI1acChl.

K kax10#1 Mo3uI1K, JaHHOU B JIEBOM CTOJIOLE, 1010€pUTE COOTBETCTBYIOIIYIO MMO3UIMIO U3 PABOTr0 CTOJIONA:
OObekT XapakTepucTuka

30Ha, UCroJIb3yeMast IJIsl TEX CTaIui

1 | TIPOM3BOJICTBA, PHCK 3arPsI3HEHMS BO3TyXa, B
KOTOPBIX MPEJCTABISET MEHBLIYIO
OIIACHOCTB JUIsl KOHEYHOT'O MPOAYKTa

30Ha, OKpYy>Karol1as 30Hy Kinacca A u

b | Kimacc B | 2 | nmpenna3HavyeHHas JyIs IPOU3BOJICTBA
MIPOIYKIIMHY B ACETITUYECKUX YCIIOBHUSIX.
TpeboBaHMs 1O YKCTOTE BO3IYILIHOTO

B | Kimacc C | 3 | mpocTpaHCcTBa, IpeIbsIBIsIEMbIE K 3TOH 30HE,
CaMbl€ HU3KHE.

4 JlokanbHas 30Ha, IpeTHa3HAYEHHAs s
TIPOBEICHHSI KPUTHUECKHUX OTIepalliii B

A | Kimacc A

I | Kimace D




| | | crepuibHbBIX yenoBHSIX. |

3anuuuTe BRIOpaHHbIE HUQPHI 10 COOTBETCTBYIOLUIUMH OYKBAMU:
Alb |B|T

[IpounTaiiTe TEKCT M YCTAHOBUTE COOTBETCTBHE.
Tekcr 3apanusi: CaMOUHCTIEKIIMOHHBIEC MPOBEPKHU MOAPA3ACIIAIOT HA HECKOJIBKO BUIOB.

K kax 0¥ nmo3unuu, 1aHHOH B JIEBOM CTOJIOIIE, TOAOEPUTE COOTBETCTBYIOIIYIO TTO3UIIHMIO M3 TIPABOTO CTOJIOMA:
OOBeKT XapakTepucTHKa

[IpoBeneHre MpoBEPOK MOXKET
OBITh MTHUITUMPOBAHO JIFOOBIM
PYKOBOJIUTENIEM TIO
HaIpaBJICHUIO, a TAKXKE B CITy4yae
peKIaManui, OTKIIOHEHUH OT
TEXHOJIOTUYECKOTO MpOoIIecca,

A | [TnanoBeie 1 TTOBTOPHOM 3a0paKOBKH
MIPOIYKIMH, OOBABICHHS 00
WHCTIEKITUH YTIOTHOMOYEHHBIM
OpraHoM 3JIpaBOOXpPaHEHUs, 00
ay/IuTe CTOPOHHEH
OpraHM3aLre U B HEKOTOPBIX
JPYTHX CTyYasiX.

5 [IpoBOIAT B COOTBETCTBHH C
TTAHOM-TpadUKOM

[IpoBOAAT 1O BHINOJIHEHUH
nporpamMel CAPA
(KOppEeKTUPYIOIIHE U
TIPEAYTIPEKIAROIIHE ISHCTBYSA)

b | Baemnanossie

B | KontponsHeie | 3

3anuuuTe BeIOpaHHbIE IU(PHI 107 COOTBETCTBYIOIIMMH OyKBaMU:
A|b |B

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHE.
Texct 3amanus: Mcxos U3 NIMPOKOTO M Y3KOTO TOHUMAaHUS HaJJIeXkKalleld TpOU3BOJCTBEHHON MPAKTUKH, ONIPEEIIUTE TEPMUH,
00BekT, mpeamet u 1enb GMP.

K kax0#i mo3uimu, TaHHOH B JIEBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIOIIYIO TTO3UIIMIO M3 TIPABOTO CTOJIOIA:

OOBbeKT XapakTepucTuka

A | IIpaBuna GMP | 1 | dynanamenTansHas uaest




o0ecrieueHus! HayIeKallero
Ka4yecTBa, Y((HEKTUBHOCTH U
0€30I1aCHOCTH JIEKAPCTBEHHBIX
TPErapaToB s MAIMEHTa B TAKOM
CEeKTOpe II100AIbHOM S5KOHOMUKH,
Kak (hapMarieBTU4ecKoe
MIPOU3BOJICTBO

KonnenryaibHblid CBOJI paBUII
o0ecreueHus KauecTBa

b | O6bextr GMP 2 | dapmarieBTHIECKON MPOTYKIUU 1
OPraHM3aIMOHHBIX MEXaHH3MOB €TO
pean3anym

["apanTupoBaHue BEICOKOTO
kagectsa JII1 uepe3 oneparioHHbIA
KOHTPOJIb COOJFOACHUS
bapmareBTHIECKUMHI
TIPOU3BOJIUTEIISIMU CIICIIATEHO
pa3pabOTaHHbIX MPABUIL.

4 I"apanTrposats kauecTBo JIC 1
3aIUTY NAIMCHTOB

B | Ilpeamer GMP | 3

I' | Hems GMP

3anummre BIOpaHHbIE U(PBI I0J] COOTBETCTBYIOIIUMHU OyKBaMU:
A|b |B|T

IIpounTaiite TEKCT U YCTAHOBUTE COOTBETCTBUE.

Tekcr 3amanus: BeIAensroT Ha4alIbHbIN, CPETHUN U MTO3IHUM dTanbl pa3BuTus [IpaBun Haaexamnei npon3BoICTBEHHON
MIPaKTUKU, KOTOPbIE 03HAMEHOBAINCH ONPEICICHHBIMU COOBITUSIMHU.

K kax10#1 Mo3uI1K, JaHHOU B JIEBOM CTOJIOLE, 1010epUTE COOTBETCTBYIOILYIO MMO3UIMIO U3 IPABOTr0 CTOJIONA:

OOBeKT XapakTepucTuKa
B CIIIA coznaercst YnipaBieHue
A | 1906 ¢ 1 | TO CaHMTAPHOMY HA/30DY 33
' Ka4eCTBOM ITUIIIEBBIX IIPOIYKTOB U
MmeukameHToB (FDA).

[Ipunsto Pemenue Ne77 Cosera

EBK «O6 ytBepxaenun [paBun
HAJJISKALLEN TPOU3BOACTBEHHOM
npakTuka EASCy

B | 1967r. 3 | BxypuHane «The Lancet»

b | 1961r. 2




COOOIIIEHO O TEPaTOT€HHOCTH
TATMIOMH/IA.

[ToaroroBinieH nepBbiii MPOSKT
BO3 o GMP

CdopmymmpoBana KonseHiust 00
| 2016T. 5 | uacnekuuy (papMareBTHYECKHX
npemnaparos (PIC)

I' | 1970r. 4

3anummre BhIOpaHHbIe U(PHI TI0]] COOTBETCTBYIOIIMMHU OYKBaMU:
Alb |B|I' | O

[IpouunTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.
Texkcr 3aganns: Ha kaxx7joM U3 nepapXuyecKix ypoBHEH cucTeMbl 3akoHoaaTenseTBa o GMP B PO peanusyrorces pa3Hbie
GbyHKIIMYU rocyaapcersa o ynpasieHuto B chepe GMP.

K Kax10# 1MO3UITMH, TAHHOW B JICBOM CTOJIOIIE, MOJA0SPUTE COOTBETCTBYOIIYIO MTO3UIUIO U3 TIPABOTO CTOJIOMA:

OOBeKT XapakTepucTuKa
HannamonanbHble npaBuiia B
Yto KOIKHO OBITH 1 Pemennu CoBera EBpazuiickoit
cliesiaHo? SKOHOMHYECKOU KOMUCCHU OT
03.11.2016 Ne77

HNHCcTpyKIMM MUHUCTEPCTB U
BE/IOMCTB, TO €CTh IIO/I3aKOHHbBIE

Ko rapanrupyer,

b | uro 310 Oyzer 2
o HOPMAaTHUBHO-TIPABOBBIE AKTHI
ClIeNIaHO? (HITA)
Kro u xakue ®denepabHbIE 3aKOHBI, B TOM
B | npaBuna nomxex 3 | uucne Ne61-D3 «O06 obpareHnn
co0IoaaTh? JICKApCTBEHHBIX CPEJICTBY

Kakum o6pazom
I' | cobmonats
npaBuia?

I'maBHbIi 3ak0H - KoHCTHTYIMS
4 PO

3anummre BeIOpaHHbIE IU(PBI TI0]] COOTBETCTBYIOIIMMHU OyKBaMU:
A|b |B|T

[IpouunTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.

Texcr 3amanus: OOmast cTpykTypa ¢apManeBTUUECKOW CHUCTEMBbI KadyecTBa MPEANPHUSATHS W TPOIECC KOHTPOJIS KadecTBa
OMEPUPYIOT CIEAYIOMUMHU MOHATUSIMH.

K kax10i1 MO3UIIMH, TAHHOM B JIEBOM CTOJIOIIE, MOI0EPUTE COOTBETCTBYIOIIYIO O3UIIMIO U3 MTPABOTO CTOJIOIA:




OOBeKT XapaKkTepucTuKa

CpencrBa npeoOpazoBaHus
Otnen obecrieyeHust 1 | MOAMTHKY B obJyacTH KauecTBa U
kayectBa (OOK) CTpaTeruii B u3MepsieMyo
JeSITEIIbHOCTb.

HezaBucumoe crpykrypHoe
HOApa3/IeNICHUE TPEIIPHUSITHSL,
KOTOpOe 00ecrieurBaeT
(YHKLIMOHMPOBAHUE U Pa3BUTHE
CHCTEMBI 0OeCTIeueHH s Ka4eCTBa
B Ipon3Bo/IcTBE U KoHTpIie JIC
cornacHo TpedoBaHuaM [Ipasui
GMP EABCuT'OCT P UCO
9001:2015

YacTh cucTeMbI KauecTBa,
VYnpasnenue 3 | HANpaB/ICHHas HA FAPaHTHIO
Ka4eCTBOM TOr'0, YUTO TpeOOBaHUS K
Ka4yecTBY OYJIyT BBIIIOJIHEHBI.
YacTb cucTemMbl KauecTBa,

I' | Lenu xayecTBa 4 | HanpaBJIeHHAs HA BHITOJTHEHUE
TpeOoBaHMH K KaUeCTBY.

O0ecrieueHre 5
KayecrBa

3anuuuTe BEIOpaHHbBIE HU(PHI 107 COOTBETCTBYIOIIMMH OyKBaMU:
A|b |B|T

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHE.
Tekcr 3amanus: YopasieHHe pucKamMu JJIsd KauecTBa ONEPUPYET CIAEAYIOIHUMU MOHATHIMMU.
K kax10#1 Mo3uI1y, JaHHOU B JIEBOM CTOJIOLE, 1010epUTE COOTBETCTBYIOIIYIO MMO3UIMIO U3 PABOTr0 CTOJIONA:

OObekT XapakTepucTuka
[Tpouenypa ucnonb30BaHus
A | Puck 1 JOCTYTTHON WH(OMAITIH JIJIS

BBISIBJICHUS OMACHBIX (DAKTOPOB U
OLICHKH PHCKA.
CoueTaHnue BepOsITHOCTH

b | Anaims pucka 2 | BO3HMKHOBEHHS OMTACHOCTH H
CEPHE3HOCTH €€ MOCIIEACTBHH.
B VYnpasienue 3 CoBOKYITHOCTb OpraHNU3allMOHHON

pUCKaMU TSI CTPYKTYDBI, JOKYMEHTOB,




KauecTBa NPOHM3BOJICTBEHHBIX MPOLIECCOB U
pecypcoB, HEOOXBOUMBIX TS
peanm3alyy aHaI3a PUCKa B
KPUTHYECKHUX KOHTPOJIbHBIX TOUKAX.
[Ipomecc orieHKH, KOHTPOIS,
nepeaun HHHOPMALIUH, a TAKKE
0030pa pUCKOB JJIsl KAa4eCTBa
JIGKapCTBEHHBIX MPENapaToB.

I' | Cucrema HACCP | 4

3anuuuTe BRIOpaHHbIE HU(PHI 1O COOTBETCTBYIOMIMMH OyKBaMU:
Alb |B|T

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHE.
Tekcr 3amanus: B pamkax qesiTenbHOCTH, HA KOTOPYIO pactpoctpanstocs [IpaBuna Haanexanieil nporu3BOACTBEHHON MPAKTUKU
Y KOTOpasi mepeiaHa ApyromMy I0pUInIecKOMY JIMIY, TO €CTh OpraHu3aIii, PACPOCTPAHSIOTCS CIEIYIONINE ONPEIeTICHUS.

K KaK[10¥ MMO3UITHMH, TAHHOW B JICBOM CTOJIOIIE, MTOI0EPUTE COOTBETCTBYOIIYIO MO3UIUIO U3 TIPABOTO CTOJIOMA:

OObekT XapakTepucTrka

JIro6ast opranm3arys, KOTopas B3suia Ha
ce0s1 00sI3aHHOCTH
(bapmMareBTHUECKOTO MPEINPUATHS 110
peanm3alum JeITeIbHOCTH, Ha
KOTOpYI0 pacnpoctpaustorcs [IpaBuna
GMP.

dapManeBTHYECKOE NPEATPUATHE,
KOTOpOE MEPENAET ayTcepeepy

o | BPITIONHEHHE CBONX 00s13aHHOCTEH IO
peanm3anum JeITeIbHOCTH, Ha
KOTOpYI0 pacnpoctpansitorcs [IpaBuna
GMP.

OnpeneneHHoCTb, COTIIaCOBAHHOCTD 1
KOHTPOJIb ayTCOPCUHIOBOM
Cortamenue 00 3 | ACATELHOCTH BO n30exKaHue

A | Aytcopcep 1

b | 3aka3unk

B ayTCOPCHHIE Pa3HOUTEHMH, CIOCOOHBIX MPUBECTH K
HEYZOBJIETBOPUTEIILHOMY Ka4eCTBY
MPOIYKIMU WM BBINOJHSIEMBIX paloT.
Hens [TucemenHas toropopHasi hopma
I' | 3akmoueHus 4 | MBYCTOpOHHEH JOTOBOPEHHOCTH 00

COTJIAIICHUA HICITOJITHEHWH B3aWMHBIX 0053aTCIIbCTB.




3anuuuTe BRIOpaHHbIE HUQPHI 10 COOTBETCTBYIOMIMMH OyKBaMU:
A|lb |B|T

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.
Texct 3aganus: OOmIas oleHKa PUCKOB BKJIIOYAET CIETYIOIINE TOHITHS.
K Kax10#1 MO3UIIMH, TAHHOW B JIEBOM CTOJIOIIE, MOJA0EPUTE COOTBETCTBYIONIYIO MO3UIUIO U3 IPABOTO CTOJOMA:

OOBeKT XapaKTepuCcTUKa
Cucremaruyeckoe
UCIIOJIb30BAHUE
UHpOPMAIIH IS
A | Unentudukanms pucka 1 | ycraHoBneHus onacHoCTel

OTHOCHUTEJIBHO aCIeKTa
PHCKA WITU IS OTIMCAHUS
IPOOJIEMBL.

OneHka prcka, CBI3aHHas C
uaeHTH(pUKAITICH
OIACHOCTEH. ITO MpoLIece
YCTaHOBJICHUS KAUEeCTBEHHON
Y KOJIMYECTBEHHOM CBSI3U
MEXTy BEPOSTHOCTHIO
TIPOUCIIIECTBHS U TKECTHIO
Bpe/a.

JInbo xonmmuecTBeHHAs
OLIEHKA PHCKOB, JTHOO
Ka4eCTBEHHOE ONHMCaHNE
JIMana30Ha PUCKOB.
CpaBHeHMe
UJIEHTU(ULIUPOBAHHOTO U
MPOAHATTM3UPOBAHHOTO
pHICKa C yCTAaHOBJICHHBIMU
KPUTEPHSIMH TIPUEMITIEMOCTH
pHCKa.

b | Anamms pucka 2

B | Onenka pucka 3

I' | OGmas oreHka puCKOB 4

3anumuTe BRIOpaHHbIE HU(PHI 107 COOTBETCTBYIOIIMMH OyKBaMu:
A|b |B|T

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHE.




TexcT 3amanus: YipaBiaeHHe pUCKaMU JIJIsl Ka4ecTBa KaK 4acTh HHTETPUPOBAHHOTO YIIPABICHUS KAYECTBOM MPE/IOJIAraeT:
K Ka)10#1 MO3UIHH, JAHHOU B JIEBOM CTOJIOIE, MOI0EPUTE COOTBETCTBYIOIIYIO MIO3UIMIO M3 IPABOTO CTOJIOIA:

OOBeKT XapakTepucTuKa

TUTS OTIPEICIICHHST HEOOXOMMOCTH
pa3paboTku U (WK pazpadboTka

A | Hamrane 1 | conmeprkanus CTAaHAAPTHBIX
JIOKyMEHTAIINH:
ornepaioHHbIX npouenyp (COIlos),
PYKOBOJICTB H T.II.
JUIS OIIPENICIICHUS 3HAHWUM, OIIBITA,
KBaTM(DUKAITMOHHBIX XapPaKTEPUCTUK
OpraHHU3aIUIO U 1 PU3HYECKUX BO3MOXKHOCTEH,
b | mpoBenenue 2 | KOTOpBIC TIO3BOJISIEOT MTEPCOHATTY
00y4eHuUs: BBITIOJHATH pabOTy MPaBUIILHO U HE
OKa3bIBaTh OTPHUIATEIILHOTO BIUSHUS
Ha KQ49eCTBO MPOTYKITUH
C LIEJIbIO 00eCIIeYeHNsT OCHOBBI ISt
OIIPEICTICHUS ¥ OLICHKH
IIOTCHIMAJIEHOTO BIMSHUS HA
BELIBICHUE KaueCTBO MPOJTYKIIMHA BO3MOKHBIX
. HECOOTBETCTBHM, MPETEH3UI,
B | necoorsercruil | 3 TeHICHIIUM, pacciaeI0BaHuI
KA4yeCTBY: P a ’
pE3yIbTaTOB, HE COOTBETCTBYHOIINX
creruguKaIyy 1 T.1., a TAKKE
MH()OPMHUPOBAHUS O HUX;
TUTaHUPOBAHUE CYIIECTBEHHBIC H3MEHEHUS
I' | aynura 4 | momereHuit, 000pyIOBaHUS,
(MHCTIEKIIUN): MPOLIECCOB, KITFOYEBOI0 MEPCOHANIA;

3anummre BIOpaHHbIE U(PBI TI0J] COOTBETCTBYIOIIMMU OyKBaMU:
A|b |B|T

13.

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.
TexkcT 3alaHUA: anaBneHHe PUCKAMHU AJId KAQYCCTBA KaK YaCThb UHTCTPUPOBAHHOI'O YIIPABJICHUA KAQYC€CTBOM IIPCANIOIaracr...
K kax0#i mo3uimu, 1aHHOHM B JIEBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIOIIYIO TTO3UIIMIO M3 TIPABOTO CTOJIOIA:

OOBeKT XapakTepucTuka
A | TUIaHHpOBAHE 1 | CYIOKHOCT MPOU3BOJICTBEHHOrO
aymTa npolecca;




(MHCTIEKLIUN):
JUIs1 OOBSICHEHMS TaHHBIX
oCyIIIeCTBICHHE MOHUTOPHHIA (HalnpnMep, JUISt
B | nepuommaccxoro | 2 CHCTEMAaTUYECKOM OLIEHKU
o630pa: HaJUIE/KAILIETO MPOBEICHUS
MIOBTOPHOM BaJIM/IALIMU WU
W3MEHEHHI 1ipu 0TO0pe 1po0)
JUIsl OLICHKH BIIMSIHUSL HA KaUeCTBO
yIIpaBJIcHUE NPOIYKIMY U3MEHEHUI, BHECEHHBIX
B | UBMCHEHHAMH 3 | B IPOM3BO/ICTBEHHbIE IIOMIAIIKH,
(KOHTpOJIB 000pyI0BaHKE, MaTEepHAIIB,
WU3MEHEHUH ) IIPOU3BOCTBEHHBIN IIPOLIECC, HIIH
HEePEHOCOB TEXHOJIOTUH;
HIOCTOSTHHOE JUIsL COZICUCTBHSI IIOCTOSIHHOMY
YIIy4IlEeHUe YIIYYILIEHUIO [IPOLIECCOB Ha
I' | cucremsl 4 | IpOTSHKEHUH SKU3HEHHOT'O 1IUKIIA
YIIPaBIICHUS] HPOIYKIHU.
PHUCKaMHU:
3anummure BRIOpaHHBIE U(PBI TI0]] COOTBETCTBYIOMIMMHU OYKBaMU:
A|b |B|T

14.

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.

TekcT 3amanus: YmpaBlieHUE PUCKaMH JUIS Ka4ecTBa KaK 9acTh (papMaleBTHUYECKOW pa3paOOTKH IMPEANoiaracT MpOBEIACHHE
CIIEYIOIINUX MEPOTIPUSTHH:

K kaxmoii nmo3uimu, 1aHHOHW B JIEBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIOIIYIO TTO3UIIMIO U3 TIPABOTO CTOJIOIA:

OOBeKT XapakTepucTrKa
UL pacIMpeHust 3HaHUH O
(YHKIMOHAIBHBIX
A | XAPaKTEPUCTHKAX MPOJYKIWMH | 4 | PACTIPE/ICTICHHUE YaCTHIL
B 3aBUCUMOCTH OT M3MEHEHUS 10 pazmMepam
XapaKTEPHCTHK CHIPhS B
IIMPOKOM JIara3oHe
CHIDKEHHE KOJIMYECTBA
TUTSL YMEHBIIICHHS ne(heKTOB PO TYKIIHH,
b | HenmocrosiHCTBA MOKa3arenell | 2 | HCXOIHOTO ChIPhS U
KauecTBa MaTepraoB,

OTKIIOHSHUH IIPH




IPOU3BOJICTBE

JUTS OLIEHKH HEOOXOAUMOCTH

IPOBEECHUS
B | AOTIOMHHATENLHBIX 3 OMOPKBUBATIEHTHOCTD,
WCCIIEIOBAHUM [IPU CTaOWJILHOCTh

MacIITabupOBaHUH U
NIEPEHOCE TEXHOJIOTUH

3anuuuTe BRIOpaHHbIE HU(PHI 10 COOTBETCTBYIOMIMMH OyKBaMU:
Alb |B|T

15.

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHE.

TekcT 3amanus: YnpaBieHue pUCKaMU JJisl KadyecTBa B OTHOILLIEHUM MPOU3BOICTBEHHBIX MOMEIIEHUH, 000PYIOBaHUS U CUCTEM
o0ecrieYeHrst IPEIoIaraeT poBeIeHNE CICTYIOIUX MEPOTIPUSTHIA:

K Kak[10¥ MMO3UITNMH, TAHHOU B JICBOM CTOJIOIE, MOJI0EPUTE COOTBETCTBYONIYIO MTO3UIMIO U3 TIPABOTO CTOJIOMA:

OObekT XapakTepucTrka
[IPOEKTUPOBAHUE
MIPOM3BOJICTBEHHBIX
A . IIPOBEPKA KOZOB
TTOMEIICHUIA 1 (FJTH )
000pYJIOBaHHSI:
JUISL 3AILUThI
MIPOU3BOJICTBEHHOM CPEZIbI
Y IIEPCOHANA OT
| B PaMKax rUTHeHb! B OIACHOCTEH, CBSI3aHHBIX C
MOMEIICHUX MIPOU3BOIUMOMN
MPOAYKLMEHN BCIIEICTBUE
MIEPEKPECTHOU
KOHTaMHHAIIH
B paMKaX OYUCTKH
000py/10BaHUs U JUIs1 ONIPE/IETIEHUS
B | koHTpOIBH MIPEAEIOB IPUEMIIEMOCTH
IIPON3BOJICTBEHHOM JUISL BAJTUIAIIMKA OYUCTKH
cpensbl:
B paMKax HCIOJIb30BaHUS
OIIpELCIICHHE
KOMITBIOTEPHBIX CUCTEM U o
r HaMpaBJICHUN IIOTOKOB
000opyI0OBaHus,
MaTepUasioB U MEePCOHaIA
KOHTPOJIUPYEMOTO €




| IOMOIIIBIO KOMIIBIOTEPOB: |

3anuuuTe BRIOpaHHbBIE HU(PHI 107 COOTBETCTBYIOMIMMH OyKBaMU:

A

b |B|TI'

HquHTaﬁTC TEKCT U YCTAaHOBUTE COOTBCTCTBHUC.

Tekct 3aJaHus: praBHeHI/Ie PUCKAMHU IJId KAaYCCTBA KaK 4aCTh YIIPABJICHUSA UCXOAHLIM CBIPHEM U MAaTCpUAIaMHi PCANOIaract

MIPOBEJICHUE CIEAYIOLIUX MEPOTIPUATUI

K kax 0¥ nmo3uinmu, 1aHHOH B JIEBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIOIIYIO TTO3UIIMIO M3 TIPABOTO CTOJIOMA:

OOBeKT XapakTepucTuka
OTpeieNieHNe 1 .
3aKITIOYEHUE COTJIAIICHHH C
OLICHKA [TOCTABIIUKOB
A . MOCTABIIMKAMU OTHOCUTEILHO
Y TIPOU3BOTUTEIICH
KavecTBa
10 KOHTPAKTY
KOHTPOJIb UCXOIHOTO
CBIPBS JJISl OLICHKH
paznuuuii u
BO3MOKHBIX PHCKOB
b CpPOK XpaHEHHUs], cCXeMa CHHTe3a
JUTSl Ka4ecTBa,
CBSI3aHHBIX C
16. W3MEHUIUBOCTHIO
HCXOHOTO CHIPhS
JUTSL OTIPECTICHUS BIMSIHUS
B paMKax PeaL .
HECOOTBETCTBHI B YCIIOBUSIX
UCTIONIb30BaHUS
B XpaHEHHUs ¥ TPAHCTIOPTUPOBAHHUSI
HCXOJTHOTO CBIPhS 1 «
(nanpumep, “obecrieyeHue
MarepuasoB o »
XOJIOJ0BOM 11enu’”’)
B paMKax OTIpe/IeNIeHNE HaJITKAIIIETO
obecrieueHust OCYIIIECTBJICHHSI TIOBTOPHOI
I' | ycnoBuit xpanenus u 00paboTKH, IepepaboTKH,
OIITOBOI TOPTOBIIH, WCTIONIH30BaHUS BO3BPAIIICHHOM
JIOTUCTUKH TIPOTYKIHH
3anumuTe BRIOpaHHBIE IUQPHI IO COOTBETCTBYIONTUMH OYKBAMU:
A|lb |B|T
17. | IIpounTaiiTe TEKCT U yCTAHOBUTE COOTBETCTBHE.

TekcT 3alaHus: anaBneHHe PUCKaMHU Jid Ka4eCTBA, KaK YAaCTbhb IMPOM3BOACTBA MNMPEAIOJaracT MpPOBCACHHUC CJICAYIOMIUX




MEpOIPHUATHH...
K ka)x[10# MO3UIIMH, TaHHOM B JIEBOM CTOJIOIE, MOI0EPUTE COOTBETCTBYIOINIYIO MO3UIMIO U3 IPABOI0 CTOJIONA:
OOBeKT XapakTepucTuka
JU1s1 0OOCHOBAHUS

A | yMeHbIIeHUS o0beMa 1 | BamMmams:
UCIIBITAaHUH B YCIIOBHUSIX
JIOKa3aHHOTO KOHTPOJIS
JTUTSI OTICHKH |
000CHOBaHMS
0TO0p P00 (KCIIBITAaHKHE B
UCTIOJIBL30BaHUSI
b 2 | xoze mporiecca
MPOIECCHO-
. TIPOU3BO/ICTBA)
AQHATUTHICCKON

texHonoruu (PAT)
JUTSL pa3rpaHuvCHHS
KPUTHUYECKUX H
HEKPUTHYECKHUX CTaJIUI
B | mpouecca i nomoum
B IUTAHUPOBAHUHU
BTHIAIMOHHBIX
HCTIBITAaHUI
AQHATUTUYECKHUE
METO/IMKH, MPOLIECCHI,
00OpyIOBaHUE U
MIPOLIEYPbl OUUCTKU

3anuuuTe BEIOpaHHbIE HU(PHI 107 COOTBETCTBYIOIIMMH OyKBaMU:
A|b |B|T

18.

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHE.

TexcT 3amanus: YpaBieHue puckamu JiJIsl Ka4ecTBa KaK YacTh YIIAKOBKH U MapKUPOBKH MPEATNOIaracT MpoBeICHNE
CIIETYIOIIUX MEPOTIPUSATHUH. ..

K kaxo¥ mo3uimu, TaHHOHM B JICBOM CTOJIOIIE, MOA0EPUTE COOTBETCTBYIOIIYIO TTO3UITMIO U3 TIPABOTO CTOJIOMA:

OOBbeKT XapakTepucTuKa

A pazbopumBast HaJMUCh HA 1 | MPOSKTHpOBaHHE
ITUKETKE BTOPUYHOM YITaKOBKH
OIPENIEIICHNE KPUTHUECKUX BBIOOP CHCTEMBI

b | xapakTepucTuK cucTEMBI 2 | yKyIOpKH KOHTEHHepa
YKYITIOPKHA




Y4€T BO3MOKHOCTH IJIaHUPOBAHUE
MepenyThIBAHUS ITUKETOK IpoLeTyp KOHTPOJIS
B | paznmu4HOlM MpOyKIKKU, B TOM | 3 | 3THKETOK

YHCIIE Pa3HBIX BEPCUM OTHOU U
TOM K€ ITUKETKH.

3aIMTa IEPBUYHON YIIAKOBKH
MIPOIYKIMH (HAIPUMED, YTOOBI
obecneynTh NOATMHHOCTD
TPOJLYKLIHH)

3anummure BBI6paHHBIe I_II/I(prI noa COOTBECTCTBYIOLIIUMU GYKBaMI/IZ
A|b |B|T

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHE.
Texct 3apanus: [Iponecc BXOJHOro KOHTPOJIS OTPAYKAETCS B CAEAYIOIUX JTOKYMEHTAX.

K kax[10i1 MO3UIIMH, TaHHOW B JIEBOM CTOJIOIIE, MOA0EPUTE COOTBETCTBYIOIIYIO MO3UIMIO U3 TPABOTr0O CTOJIOMA:

OO0OBeKT XapaKTepuCTHKa
odopmtsieTcst B 2-x
A | W3Bemenue 1 | sx3emrIuIsIpax (IS CKIIaia u
OKK)

b | Akt or6opa po6 2 | B OKK mst or60pa mpod

Ka4eCTBEHHBIE U
Kypnan BxogHoro 3 | KOVMYECTBEHHBIE OKA3ATEINH C

? korTpons OKK YKa3aHHEM JIOITy CTUMBIX
TPEIENIOB
I' | Cnemmdukarys 4 | Perucrpanys poOBI,

HpenHasHaquHoﬁ JJI1 aHAaJIM3a

3anuuuTe BRIOpaHHbBIE IU(PHI 1O COOTBETCTBYIOIIMMH OyKBaMU:
A|b |B|T

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.
Teker 3ananus: Banuaanus TEXHOJIOTHYECKUX MIPOLIECCOB HA MPEAIPUATUHI IIPOBOJUTCS JJI1 BCEX HOBBIX IIPOLECCOB.

K xaxJ101 1MO3UIMHK, TaHHOW B JIEBOM CTOJIOIE, MOJIOSPHUTE COOTBETCTBYIONIYIO MO3HUITMIO M3 ITPABOT'0 CTOJIOIA:




OOBeKT XapaKkTepucTuKa
JOKYMEHT, TIPEIOCTaBIISFOIINI
KPaTKUi 0030p KPUTHYESCKHX
A BaJTUIAIIMOHHBIN 1 | MapameTpoB mpoliecca NPOU3BO/ICTBA
MacTep-TuiaH U CBSI3aHHBIX C HUM TIPEJICTIOB
TOPU30HT TUIAHUPOBAHHUS —
ONnepamusHblil.
JIOKyMEeHT, B KOTOPOM YYUTHIBAFOTCSI
. BCC OTKJIOHEHHMS U VX BIIMSHHE Ha
BaJTHIAIOHHBIH
b 2 | pe3yJbTar U JeaeTcs 3aKIF0UCHIE
MIPOTOKOJT
00 yCHenHOM/HEYCIIeIIHOM
MIPOBE/ICHAY BATHIAIVH.
JIOKYMEHT CHCTEMbI Ka4eCTBa
(bapMareBTHYECKOTO
TIPEATPHUATHSI,
KOTOPBIN COACPKUT
CTPYKTYPHUPOBAaHHOE OTIMCAHUE BCEX
B | OTYeT O 3 AKTUBHOCTEH 110 KBATU(UKALUH 1
BaIMIALAA (vm) Baymaammy (METOIbI U
TIOIXOIBI, HCTIOJIE3YEMBbIE TSI
TIOATBEPKICHUS
MOCTOSIHHOTO COOTBETCTBUS).
I'opu3oHT MaHupoBaHus
cmpame2uyeckuti 3-5 et
KaJICHAAPHBINA .
JOKYMEHT, KOTOPBI HMEeT
TuTaH-Tpa K .
r 4 | makmuueckuil TOPU30OHT
BaJTUJIAIIMOHHBIX
TUIaHUpOBaHusl (Ha riepron 1-2 rona)
pabot
3anumuTe BRIOpaHHbBIE IU(PHI IO COOTBETCTBYIOMIMMH OyKBaMU:
A|b |B|T
3agaHus 3aKPBITOTrO THUIIA C BEIOOPOM OJTHOTO MJIM HECKOJIBKUX OTBETOB U3 TPEIOKECHHBIX, 8 MOM YUCIe U3 OAHKA 3a0aHull
Memoouueckozo uenmpa axxkpedumayuu (fmza.ru)
1. | IIpounTaiiTe TeKCT U BEIOEPHUTE MPABUIBHBIN OTBET U3 MpeIoKeHHBIX: OOBEKTOM HaJ[JIeKaIe MPOU3BOJICTBEHHON MPAKTUKH
SIBJISICTCSI:
[IK-1; IIK-2; YK-1;
A. OynpaMenTanbpHas ues obecredeHus HaJiexalero kayecrsa, d3gdektuBHocTd U 6e3onacHocty JIII nns manueHTa B




YK-4; VK-6; OIIK-1,
OIIK-6

ITK-1; ITIK-2; YK-1;
YK-4; YK-6; OIIK-1;
OIIK-6

TIK-1; [1K-2; YK-1;
VYK-4; YK-6; OIIK-1;
OIIK-6

TK-1; TIK-2; VK-1;
VK-4; YK-6; OTTK-1;
OI1K-6

TaKOM CEKTOpE TI00aTbHON IKOHOMUKH, KaK (apMaIieBTHIeKOe MPOU3BOJICTBO.
b. TapanTupoBanue BbicOKOro KadectBa JIII dyepe3 omepamvoHHBIA KOHTPOJb COOJOeHUs (hapMaleBTUYECKUMH
MIPOU3BOUTEIISIMU CIIEIUAILHO pa3pabOTaHHBIX MMPABHUIL.
B. KauectBo JIC u 3amura nanueHToB.
I'. WHucnekropaT, YNOJHOMOYEHHBId HAIMOHAJIBHBIMA OpPraHaMH HCHOJHUTEIBHON BJIACTH HA HENOCPEICTBEHHbIN
OTICPAIIMOHHBINA KOHTPOJIb (hapMaleBTHUECKUX IMPOU3BOIUTEICH

3anuiurTe BEIOpaHHBIN OTBET — OYKBY:

A [B [B [T |

[IpounTaiiTe TeKCT U BRIOEPUTE IPABIILHBIN OTBET U3 MPEJIOKCHHBIX: Y POBHSIMHU HOPMAaTUBHO-TIPABOBOTO PETYIHPOBAHUS B
HaJIeKallel MPOU3BOJCTBEHHON IPAKTUKE SIBISIOTCS:
A. MexayHapoaHbli
b. HagnanmonansHBIN
B. HaunonanbHbIi
I'. Bce BhllienepevrncieHHOE BEPHO
3anuimTe BEIOpaHHBIN OTBET — OYKBY:
A [B [B [T |

[IpounTaiiTe TEKCT U BBIOEPHUTE MPABMIIBHBIA OTBET U3 MpeaiokeHHbIX: 3HaueHue «[IpunuumoBy B Tekcre [IpaBun GMP EADC
SIBJISIETCSI CIIEYFOIIUM:

A. IIpyuHIIUIIBI ABJSIOTCS OOIIMMU TIPABUIIAMH.

b. [IpuHIUIIBI 3aMOTHSIOT TPABOBBIE POOEITHI.

B. IIpyHuunsl MOHUMArOTCS KaK OCHOBHBIE HOPMBI, U3 KOTOPBIX IIPOUCTEKAKOT YACTHBIE HOPMBI.

I'. ITpuHUMIIBI MOTY TOJIKOBATHCS JJIs1 HOHUMAHUS CIEAYIOIIMX 3 HUMU MPABUJI COOTBETCTBYIOIIMUX IJ1aB.

J1. Bce BhIIEnepeYnCcIeHHOE BEPHO.

3anuimre BEIOpaHHBIN OTBET — OYKBY:
A |6 [B [T |1 |

[TpounTaiiTe TEKCT U BBIOEPUTE MPABUIIBHBIN OTBET U3 NMpeIoKeHHbIX: PapMalieBTHYeCcKast CUCTEMa KaueCTBa MPEeANpHUITUS
MIpe/ICTaBIsIeT COOOM:
A. OOmme menu ¥ HampaBlIeHHE JESITEIbHOCTH OpPraHM3alMU OTHOCUTENBHO KadecTBa, KOTOpble O(UIIHMAIBHO
(bOopMyIIHPYIOTCS BHICIIUM PYKOBOJICTBOM.
b. JlokyMeHT, pa3bsACHAIOIIMKM IOPSAAOK B3aUMOJEHUCTBHUS CTPYKTYPHOIO IOIPA3JEICHUs C JAPYTMMHU CTPYKTYPHBIMH
MoApa3AeICHUsIMH, POJIb, 3a/1a4¥ U QYHKIIMHA CTPYKTYPHOTO MOAPA3ACIICHHUS.
B.YacTHblil cioyyaii cucTeMbl MEHEKMEHTa KauecTBa MPUMEHHUTENBHO K (hapMalleBTHUECKOMY ITPOU3BO/ICTBY.
I'. Bce BhIIIENIEpEYNCIIEHHOE BEPHO.

3anuimre BEIOpaHHBIN OTBET — OYKBY:
(A |6 [B [T |




[1K-1; I[1K-2; YK-1;
YK-4; VK-6; OIIK-1,
OIIK-6

[1K-1; I[IK-2; YK-1;
YK-4; YK-6; OIIK-1;
OIIK-6

ITK-1; ITK-2; YK-1;
YK-4; YK-6; OIIK-1,
OIIK-6

ITK-1; ITIK-2; YK-1;
VK-4; YK-6; OIIK-1;
OIIK-6

[IpounTaiiTe TEKCT U BEIOEpUTE NMPABUIBHBINA OTBET U3 MpeIOKEeHHBIX: KoppekTupyioliee AeliCTBHE MPEACTABISAET COOOIA:
A. JleiicTBue, MpeaIpuHIMAEMOE AJIsl YCTPaHEHUs IPUYKMHBI 00HApYKEHHOI'0 HECOOTBETCTBUS WJIM JPYroi HeKenaTesbHOM
CUTyalLUH.
b. JleiicTBue, npeanpuHATOE 1)1 YCTpaHEHHsI OOHAPY>KEHHOI'O0 HECOOTBETCTBHSI.
B. JleiicTBue, npeanpuHuMaeMoe JUisl YCTPAHEHUs IPUYMHBI ITOTCHIMAIBHOIO HECOOTBETCTBHS WIH JIPYrod NOTEHIUAIBHO
HE)KEJIaTCJIbHON CUTyallH, BKJIIOYasi OTCHLINAIbHBIC IIPUYUHBI JJIS YK€ BBISIBJICHHBIX HECOOTBETCTBUI.
I'. Bce BbIlIE TEPEYUCIIEHHOE BEPHO.

3anuirTe BEIOpaHHbBIN OTBET — OYKBY:
(A B [B [T |

[IpounTaiiTe TEKCT U BBRIOEPUTE MPABUIIBHBIN OTBET U3 NpeatokeHHbIX: CornacHo npasmiaM GMP EADC va npennpustan
(bopmupyercs cucTemMa MOMELIeHUH:

A. C pa3sHbpIMU peKMMaMU KOHTAMHUHALIUU.

b. C pa3HbIMU peXMMaMU YHUCTOTHI.

B. C pa3HbIMH pexxrMaMU KOHTPOJISI Ka4eCTBa.

I'. C pa3HbIMH peKMMaMU S)PrOHOMUKH.

3anuimTe BEIOpaHHBIN OTBET — OYKBY:
(A5 [B [T |

[TpounTaiiTe TEKCT U BBIOEPUTE MPABUIIBHBIN OTBET U3 NpeiokeHHbIX: GMP-paBuiia opopmMieHns JOKYMEHTOB MPEICTABISIOT
co6oii [Ipasuna GMP EADC, B ToM uucine npasuia:

A. Paz0bopunBoctu 3anucei.

b. 3amuTsl 3anucei oT y1aneHus.

B. [lepconnpuunpoBaHHOCTH U JaTUPOBAHUS 3aIIUCEH.

I'. IIpo3payHOCTH U3MEHEHHH 3aIIUCEN.

J1. Bce BbIIEnepeynciIeHHOE BEPHO.

3anuimre BEIOpaHHBIN OTBET — OYKBY:
(A |6 [B [T |1 |

[TpounTaiiTe TEKCT U BBIOEPUTE MPABUIIBHBIN OTBET U3 NpeiokeHHbIX: OTaen konTpousa kadectBa (OKK) sBisercs:
A. YacTblo CUCTEMBI Ka4eCTBAa, HAIIPAaBJIEHHOW Ha TapaHTHIO TOTO, YTO TPEOOBAHUS K KAUeCTBY OYyIyT BBIIIOJHEHBI.
b. CpenctBoM npeoOpa3oBaHus MOJIUTHKU B 00JACTH Ka4eCTBA U CTPATETHH B U3MEPSIEMYIO 1€ TEIbHOCTb.
B. He3aBucuMbIM CTPYKTYypHBIM MOJpa3/eieHUEM MpeAnpusaTuss u olecnedrBaeT rapaHtuio coorBercTBusi JIC cBoemy
HA3HAUEHUIO U TPEIbABISEMBIM K HUM TpPeOOBAaHUSAM IMyTEM CO3/IaHUS CHCTEMbl KauecTBA, BKIIIOYAIOIIEH OpPraHU3aIUI0
paboTsl B cooTBeTcTBUU ¢ TpeboBanusimu HIIII, KOHTpoab KadecTBa, KOHTPOJIb MPOU3BOACTBEHHON CAHUTAPUH U CUCTEMBI
aHaJIM3a PUCKOB.




ITK-1; ITIK-2; YK-1;
VK-4; YK-6; OIIK-1;
OIIK-6

[IK-1; IIK-2; YK-1;
YK-4; VK-6; OIIK-1,
OIIK-6

[IK-1; IIK-2; YK-1;
YK-4; YK-6; OIIK-1,
OIIK-6

I'. Bee BhIIIEIEPEUNCIIEHHOE BEPHO.

3anuirTe BEIOpaHHBIN OTBET — OYKBY:
(A B [B [T |

9. | [IpounTaiiTe TEKCT U BHIOEPHUTE MPABHIIBHBIA OTBET M3 MPEAJIOKEHHBIX: KOHTpOJIh B MpoIiecce Mporu3BOACTBA IPEICTABIISCT
co0o0ii:
A. Hay4uHo 000CHOBaHHBIN KOMILIEKC JICHCTBHI, HEOOXOIUMBIH JIJIs TTOJTYYSHHUSI TOTOBOTO MTPOIYKTa.
b. Texnonornueckuit JOKyMEHT JIEUCTBYIONIETO cepuitHOro rnpoussoctaa JIC.
B. HenpepsiBHBIN mporiecc HAOMIOICHNS B PETUCTPALIMH ITApaMETPOB 00BEKTAa B CPABHEHUH C 3aJaHHBIMH KPUTCPUSIMHU.
I'. IIpouenypy, peanuszyemyto Ha (HapManeBTHUCCKOM MPEANPHUITHH IS BBITOJIHEHHUS MPOTPAMMbl MHUKPOOHOJIOTHYECKOTO
MOHHTOPHHTA TPOW3BOJICTBA, KBaJTM(UKAIIMKA IPOU3BOJICTBA, KOHTPOJISI BCEX CTaAMil TEXHOJIIOTHMYECKOTO TpoIecca
naboparopusmMu pousBoacTBeHHOro KOHTpoist OKK.
3anuimTe BEIOpaHHBIN OTBET — OYKBY:
A [B [B [T |
10. | IIpounTaiiTe TEKCT W BBHIOCPUTE NPABWIBHBIA OTBET W3 NPEUIOKCHHBIX: [ 0TOBas MPOIYKIWS, ITOJHOCTHIO 3aBEpIICHHAS
MIPOU3BOJICTBOM B COOTBETCTBHH C YTBEPKACHHBIM PErlIaMEHTOM, Mepe1aeTCsl HaYallbHUKOM y4acTKa YIAKOBKU 10 HAKJIaJHOM B
30Hy NpPHUEMKHU TOTOBOW MPOAYKIHMH CKjiIaaa. MeHemkep CKiIajga MPUHUMAET TOTOBYH mpoaykuuto. [locnme perucrpanuu
MEHEJDKED MMOJIAeT U3BCIIICHHE:
A. YTIOJTHOMOYEHHOMY JTUILY.
b. B oTaen koHTpoIIs KauecTna.
B. B oTnen obecrieuenus kayecTna
I'. I'pynmie ayauTopos.
J1. Bce BbIIenepeynciaeHHOe BEPHO.
3anuimre BEIOpaHHBIN OTBET — OYKBY:
A [B [B [T [ |
11. | llpounTaiiTe TEKCT W BHIOEPUTE TMPABUIBHBIA OTBET M3 TMpeanokeHHbIX: CucTeMa OpraHU3allMOHHBI W MPAKTHYECKHX

MEpOTPUSITHI, HAMPABIIEHHBIX Ha 00ECTIEYCHHE TTOCTOSTHHOT'O KOHTPOJISI CUCTEM KavyecTBa Ha MPOU3BOJICTBE, KaK MPaBUJIO, TyTEM
MIPUBJICYEHUS JJISi 3TOrO PaOOTHHUKOB MPEANPUATHS; MPOBOJAUMBIN CHIAMU TPEINPUATHS CUCTEMATHUECKUN, HE3aBUCHUMBIA U
JIOKyMEHTHPOBAHHBIA TIPOIIECC OICHWUBAHUS CTEMEHW COOTBETCTBHS MPEANPHUATHS KPUTEPHSIM ayJUTOPCKOW TPOBEPKH C
MOJTyYEHUEM 3aKIIOUEHUS ayIUTOPOB HA3bIBAETCS:

A. KoHTpoJieM CaHUTapHOTO COCTOSIHHSI TIPETTPUSATHS.

b. Camouncnekuueil.

B. AytcepcuHrom.

I'. Banimanuen mpoueccos.




[IK-1; IIK-2; VK-1;
YK-4; YK-6; OIIK-1;
OIIK-6

[IK-1; [1IK-2; VK-1;
VYK-4; YK-6; OIIK-1;
OIIK-6

[IK-1; IIK-2; YK-1;
VK-4; YK-6; OIIK-1;
OIIK-6

/J1. Bce BhIIENIEPEUNCIEHHOE BEPHO.

3anuirTe BEIOpaHHBIN OTBET — OYKBY:
(A5 B | [ |

12.

[IpounTaiiTe TEKCT U BhIOEpUTE MPABUIBHBIN OTBET U3 MPEAJIOKEeHHBIX: HecooTBeTCTBHEM SBISETCS:
A. Hapymenue tpeboanuii HIIII u peryisTOpHBIX OPraHOB, KOTOPOE MOXET MOTCHIHUATHHO MU (PAKTUYECKH MOCTABUTH
nojx yrpo3y 3(pQexTuBHOCTb, 0€30MacCHOCTh WM KadecTBO mpousBogaumoro JIII miau maer ocHOBaHuEe MpHU3HATH MPOIECC
HETIPUTOHBIM.
b. Hapymienue cuctembl KauecTBa WM YIPaBJICHUS MPOIECCaMU, KOTOPOE ¢ OOJBIION BEPOSTHOCTHIO MOKET MPHUBECTH K
YXYALICHUIO TOTPEOUTETHCKUX CBOWCTB MPOIYKIIHH.
B. OrtnenpHOEe HecucTeMaWuyeckoe YIylIeHHWe, OIMOKa, HeqoueT B (DYHKIMOHUPOBAHWUU CHCTEMBI KauyecTBa WIIH
JOKYMEHTAIlMU, KOTOPbIE MOTYT IMPUBECTU K HEBBIIIOJIHEHUIO 00s3aTeNIbHBIX TPeOOBAaHUMN K MPOIYKIUH WIH K CHIXKEHHUIO
PEe3yNBTaTUBHOCTH (DYHKIIMOHUPOBAHUS DJIEMEHTA CHCTEMbI KQUeCTBa.
I'. Bce BhllienepeyrncieHHOE BEPHO.

3anuimTe BEIOpaHHBIN OTBET — OYKBY:
(A5 [B [T |

13.

[IpounTaiite TEKCT U BBIOEPUTE MPABUIbHBIA OTBET U3 MPesIoKEHHbIX: CAaMOMHCIIEKIMS JOKHA MPOBOJUTHCS HE3aBUCUMO U
TIIATENIBHO CIIEIUATbHO Ha3HAUYCHHBIMH KBaJM(UIIMPOBAHHBIMU JIMLIAMH, COCTOSIIMMH B ILTATE:

A. llpennpusitus.

b. MuHucTepcTBa NPOMBILIITIEHHOCTH U TOProsiu PO.

B. Munucrepcrsa 3apaBooxpanenus PO.

I'. Bce BhILLIENIEPEYUCIIEHHOE BEPHO.

3anuimTe BEIOpaHHBIN OTBET — OYKBY:
(A [B [B [T |

14.

[IpounTaiite TekcT U BIOEpUTE MPABUIBHBIN OTBET U3 NpeuiokeHHbIX: CornacHo Pemenuto Cosera EQK ot 03.11.2016 Ne77
ayTCOPCHHT JIOJDKEH ObITh O(OpPMIIEH:

A. B ¢opme ycTHOTO 10rOBOpa.

b. B ¢popme nuchMeHHOT0 JOr0BOpa C HEKOTOPBIMH U3 CYIIECTBEHHBIX YCIOBHIA.

B. B ¢popme mucbMEHHOTO JOTOBOpPaA CO BCEMH CYIIIECTBEHHBIMHU YCIIOBUSIMH.

I'. B anexTponHoii popme.

3anuimre BEIOpaHHBIN OTBET — OYKBY:
A [b [B [T |

15.

[TpounTaiiTe TEKCT U BhIOEpUTE MPAaBUIBHBIN OTBET U3 npeasiokeHHbix: [Ipasuna HIIII, 3akpennennsie Pemenuem No77
YCTaHABIUBAIOT:




ITK-1; ITIK-2; YK-1;
VK-4; YK-6; OIIK-1;
OIIK-6

[IK-1; IIK-2; YK-1;
YK-4; YK-6; OIIK-1;
OIIK-6

TK-1; TIK-2; VK-1;
VK-4; VK-6; OITK-1;
OIIK-6

IIK-1; IIK-2; YK-1;
VK-4; YK-6; OIIK-1;
OIIK-6

A. OcHoBHBIE TpeOOBaHMs, B TOM 4HCIe Ul (papMaleBTUUECKON CHCTEeMbl KauecTBa M KOHTPOJIS KadecTBa; MEpCOHANA;
IIOMEIIEHUH; 00OpYJOBaHUS M TEXHUYECKMX CPEACTB; IPOU3BOJACTBA; JOKYMEHTAlMM; ayTCOPCHHIa, CAMOMHCHEKIUH U
neEeKTHOM MPOTyKITUH.

b. OcHoBHble TpeOOBaHMS K AaKTHBHBIM (apMalleBTUYECKMM CYOCTaHLMSAM, MCIIOJIb3YEMbIX B KadeCTBE HMCXOJHOTO
Marepuana.

B.  TpeGoBaHus K JOKyMEHTaM, CBSI3aHHBIM C ITpaBHJIaMH HaJJleKalleld MPOU3BOACTBEHHOMN PAKTUKH.

I'. Bee BhlIIEIEPEUNCIIEHHOE BEPHO.

3anuirTe BEIOpaHHbBIN OTBET — OYKBY:
(A B [B [T |

16. | [IpounTaiiTe TEKCT U BEIOEPUTE MPABUIILHBIA OTBET U3 MPEJIOKEHHBIX: [[pOMBIIIIICHHBINH PETJIaMEHT JTO:
A. Crangapt KadecTBa, COIEprKalUil IepeUYeHb [T0Ka3aTeIe U METOJ0OB KOHTPOJIS Ka4eCTBa,
b. Perumcrpupyronmii AOKyMEHT, ACWUCTBYIOWIETo cepuitHoro mnpousBoactsa JIC, comepkamuii moxpoOHOE ONMHCaHHE
TEXHOJIOTUH ITPOU3BO/ICTBA, OOecreunBaroui Hajuiexkanee kauectso JIIT.
B. JloxymeHT, AeTanbHO OINMCBHIBAIOIIMK BBIIOJIHEHUE TEXHOJOTMYECKUX IMpOLELyp INPH IPOU3BOJCTBE KOHKPETHOTO
npernapara.
. JlokyMeHT, yCcTaHaBIMBAIOIINNA YCIOBHS MPOBEIEHUS Mpoliecca nmpousBoacTsa JIC.
3anuiumnre BoIOPaHHBIN OTBET — OYKBY:
(A5 |B [T |
17. | IIpounTaiiTe TeKCT U BbIOEpUTE MPaBUIBHBIA OTBET U3 NMPeIOKEHHBIX: Banuganus — 3to.
A. JIOKYMEHT, perjiaMeHTHPYIOIIMA KOHKPETHbIE MEpONpUsATHUsS B 00JacTH KadyecTBa, PECYpChl U IOCIIEI0BATENbHOCTD
JeSITebHOCTH, OTHOCSALIMNCS K cCrieln(pUIEeCKOl MPOIYKIINHU, TPOEKTY WIH KOHTPAKTY.
b. JlokyMeHT, KOTOpbIil onuckiBaeT GUiIoCcOPuIo, CTPATETHI0 U METOI0JIOTHIO MPEANPUATHS 1O IPOBEACHUIO BaJINIAllUH.
B. D¢ ¢dexTuBHOCTS BHEIPEHUS MEPOIIPUATUI U UX IPUTOJHOCTD JUIs JOCTHXKEHHS Lienu obecneyeHus kadectna JIC.
I'. lokymeHTHpOBaHHasi IpOLEAYpa, 1aolasi BHICOKYIO CTENIeHb YBEPEHHOCTH B TOM, YTO KOHKPETHBII MPOLECC, METO WU
cucreMa OyJeT TMOCIeA0BaTebHO NPUBOAUTh K pe3ysibTaTaM, OTBEYAIOUIMM 3apaHee YCTAaHOBJIEHHBIM KpPUTEPHUSIM
PUEMIIEMOCTH.
3anummTe BEIOpaHHBIN OTBET — OYKBY:
A B [B [T |
18. | [IpounTaiiTe TeKCT U BbIOEPUTE MPABUIILHBIA OTBET U3 MpeI0KEeHHBIX: CTeneHb prucka NepeKpecTHOH KOHTAaMUHALIMHU 3aBUCUT

OT:
A. Ilpupoibl KOHTAMUHUPYIOLIETO MaTepuala U KOHTAMUHUPYEMOM TPOAYKIIHH.

b. O0ydeHHoCTH nepcoHaa.

B. [IpoBenenuss MEPONPUATHI IO NPEAOTBPAILEHUIO IEPEKPECTHON KOHTAMUHALIMY.

I. PaSHI/IIII)I MCKAY OKMNIAHUEM aHAIUTHYCCKUX PE3YJITATOB U IMMPUHATHIM OIMMOPHBIM 3HAYCHUCM.




[1K-1; T1K-2; YK-1;
YK-4; VK-6; OIIK-1,
OIIK-6

TK-1; TIK-2; VK-1;
VK-4; YK-6; OTTK-1;
OIIK-6

3anuimre BEIOpaHHBIN OTBET — OYKBY:
A |B BT |

19.

[TpounTaiiTe TEKCT W BhIOEpUTE MPABUIBHBIA OTBET M3 MPEMAJIOKEHHBIX: UTO M3 MEPEeYHCIEHHOT0 HE OTHOCHUTCA K OCHOBHBIM
yepTram pucka?

A. AJIbTEpHaTUBHOCTb.

b. IlepcrieKTUBHOCTSD.

B. IIpoTBOpPE4YMBOCTb.

I'. HeonipeneneHHOCTb.

3anuimTe BEIOpaHHBIN OTBET — OYKBY:
(A5 [B [T |

20.

[TpounTaiiTe TEKCT U BBIOEpUTE MPAaBUIBHBIN OTBET U3 npeanoxkeHnbix: [Ipasuna HIIII, 3akpennennsie Pemenuem No77
YCTaHaBJINBAOT:

A. TpeboBanus k 0TOOpY IpOO UCXOIHBIX M YIIAKOBOYHBIX MaTepUasoOB.

b. TpeboBaHus K KOMIIbIOTEPU3UPOBAHHBIM CUCTEMAM.

B. TpeGoBanusi K HCIOIB30BAHUIO HOHU3UPYIOIIETO U3NyueHus B mpousBozactae JII1.

I'. Bee BhIIEIEPEUNCIIEHHOE BEPHO.

3anuimTe BEIOpaHHBIN OTBET — OYKBY:
(A5 [B [T |

TIK-1; [IK-2; VK-1;
VK-4; VK-6; OTTK-1;
OIIK-6

21.

[IpounTaiite TEKCT U BBIOEpUTE IPABUIBHBIM OTBET U3 MPEJIOKEHHBIX: YTIpaBJIeHUe PUCKAMH ISl KaUeCTBA SIBIISETCS:

A. COop ucxoHoi nH(OpMAIMH O MOTEHIMATLHON OMTACHOCTH, BPEZE WM BIMSHUM Ha 3/JOPOBbE YENIOBEKA.

b. Cucremari3rpoBaHHbIH MPOLIECC OLIEHKH PUCKOB JUIsl KAUeCTBA JIEKAPCTBEHHOT'O CPE/ICTBA, X KOHTPOJISA, epeaadyn HHpOopMaluu, a
TaKke 0030pa B OTHOIIEHUH YKa3aHHBIX PUCKOB.

B. Onpenenenue pykoBoauTesieM Bcex HEOOXOJMMBIX PECYPCOB.

I'. KoopauHanus aeaTenbHOCTH MEXTy Pa3HbIMU ITOIPA3ACIEHUAMU IPEAPUATHUSL.

IIK-1; VK-1; YK-4;
VK-6; OIIK-1; OIIK-6

3a7aHust OTKPBITOTO THIIA C Pa3BEPHYTHIM OTBETOM

CyIIHOCTB U COfIepyKaHKe TIOHSATHS «HAUTEKaIlast Mpon3BocTBeHHas npakTrka» — GMP (Good Nanufacturing Practice).




2. O06bekT, npenmer u nenbs GMP.

3. Benymume oobenuHenns B MexxyHapoiHou cucreme GMP.

4. Oranbl passutust [pasun HIIIL

5. [Tpunimre! pazsutust [Tpasun HITI.

6. OcHOBHasi HOpMaTUBHAs JOKYMEHTalus periaMmeHtupyromas [IpaBuna Haanexamed npousBoicrBeHHol npaxktuku (HIIII) B
PO.

1. Crpykrypa [IpaBun Hagnexamei npousBoactBeHHoi npaktuku EADC. 3HaueHne NpuHIMIIOB.
Ocnognble 351eMenThl cTpyKTyphl [IpaBuin HIIIT (Uactu I) B cootBercTBUM ¢ Pemmiennem No77 Cosera EDK.

9. Ocnosubie TpedoBanus HITIT EADC. ®apmarieBtrueckas cuctema kadectsa (OCK). [puniumn.

10. | ®apmaneBTryeckas cucreMa kauecTsa. OrnpeeneHue.

11. | Hagnexaras npor3BOACTBEHHAsS MPAKTHKA, KaK YyacTh yrpaieHus kadectBoM. OcHoBHbIe TpeOoBanust HIIIL. /lpusecmu ne menee 4
mpeboBaHuUlL.

12. | Kontposns kauecTBa, KaKk 4acTh HaJUICKaIleH MPOM3BOJACTBEHHOM MpakTUKU. OCHOBHBIE TPEOOBAHUS K KOHTPOIIO KadecTsa. I lpusecmu
He MeHee 4 mpebosanull..

13. | O630p kauecTBa mpoayKIMU. Llenb mpoBeaeHusl, 0ObEKThI, MEPUOAUYHOCT MPOBEACHHS, odopmieHue. [lpusecmu npumepsi He MeHee
5 0bvexmos, noosepearouuxcs 0630py.

14. | Ynpasnenue puckamu it kadecta. Onpenenenue. [IpuHImns!.

15. | Ilepconan papmaneBTuueckoro npeanpustust. [TpuHim.

16. | [lepconan papmareBTHUecKoro npeapusTus. O0mme TpeOOBaHMS.

17. | Ilepconan. Beiciiee pykoBoacTBo. KittoueBoii mepconai.

18. | YmonHOMOYEHHOE JTUII0, €r0 00S3aHHOCTH U TIpaBa.

19. | OGs3aHHOCTH PYKOBOJUTENS TPOU3BOCTBA.

20. | OOs3aHHOCTH PYKOBOJIMTENS TTOIPa3/IeNIeHHsI KOHTPOJIs Ka4ecTBa.

21. | OOyueHwue nepcoHaa.

22. | I'uruennueckue TpeOOBaHMS K TIEPCOHATY.

23. | Ilomemenust u o6opynoBanue. [TpuHITHIT.




[Nomermenns. O6uwe TpeGoBaHUS

25. | Yucroe nomenienue. Onpenenenne. Kiace 4ucToTsl.

26. | Knaccudukarus Yl B 3aBUCHMOCTH OT Ki1acca yicTOTHL. [lepekpecTHast koHTaMUHAIWS. 30HBI ipeanpustus-ponsBoaurens JIC.

27. | Bcriomoratenbhbie 30Hb1. Tpedoanus HIIIT.

28. | Hoxymenrauust. [Tpunimr.

29. | Hoxymentarws, Tpedyemast HIIL. Jlocke mpon3BOACTBEHHOM IITOMIAIKU. THIIBI perJIaMEHTUPYIOIIUX JOKYMEHTOB.

30. | Tumsl perucTpUpyIONHX JOKYMEHTOB.

31. | [powussoacrso. [Tpunimwmm.

32. | Texnonoruueckuii mpouecc. Onpenenenue. Tpedosanust HIII k npousBonctsy JIII. Ilpusecmu npumep ne menee 5 meponpusmutl.
IIK-2; VK-1; YK-4; 1. VYpaBieHre Ka4eCTBOM.
YK-6; OIIK-1; OIIK-6 2. [NonuTrka B o6nacty kauectBa npoaykiwu. Lenu kauectBa. Otaen obecnieuenns kayectsa (OOK).

3. VYnpasienue foKyMeHTaIen Ha hapMalieBTHUECKOM MpeanpusiTui B coorBeTcTBuu ¢ [Ipasumamu HITII.

4. Puck onpenenenue. [IpuHiune! ynpasneHus puckamu s kKadectBa. OOIIM MpoIiece yrpaBlIieHUs PUCKAMHE ISl KaUeCTBa.

5. OO0rmas otieHka puckoB. [ToHSITHS UaeHTUUKAIMS PUCKA, aHATN3 PUCKA, OLIEHKA PHCKA.

6. KoHTposns pucKoB.

7. [IpuHATHE PUCKOB.

8. WudopmupoBanue o puckax.

9. O030p pUCKOB.

10. | Merononorus ynpasieHus puckamu. [lepedeHb HHCTPYMEHTOB yIIPaBI€HHUS PUCKAMHL.

11. | Ucnonb3oBaHue mporiecca yrpaBieHNs pUCKaMHU JIJTsl Ka4eCTBa B OTHOIIICHUH PUCKA TIEPEKPECTHON KOHTAMHHAIMH TIPH TTPOU3BO/ICTBE.

12. | Texuuyeckure Mepbl ISl KOHTPOJIS pUCKA EPEKPECTHOM KOHTaMUHALMK. [Ipueecmu npumep He MeHee 5 Meponpusimuil.

13. | Opraau3anoHHBIC MEPHI MPEAOTBPAIICHHS PUCKA IIEPEKPECTHON KOHTaMUHALUY. [Ipusecmu npumep He menee 5 Meponpusimuil.

14. | IlpousBoacTBeHHAs 30HA. MepOnpHsITHsI TIO CHIDKEHUIO PUCKa MUKPOOHOM 1 TIEpEKPECTHON KOHTaMHUHAIIWY. [ Ipusecmu npumepbl He

MeHee 5 Meponpusimui.
15. | Cxnaackue 30ub1. OcHOBHBIE TpeboBanust HIIII ¢ menbio MUHMMU3AIMKY MCKa MUKPOOHOH U MepeKpecTHON KOHTaMuHAIWH. [ Ipugecmu




npuMepbl He MeHee 5 MEpOonpUsmuiL.

16. | 3onbl KOHTpOJIS KayecTBa. MUHUMU3AIIMs PHCKAa MUKPOOHOM KOHTAMUHALUH.
17. | O6opynosanue. TpedoBanus HIIII ¢ nenbio cHUKEHMs pucka MUKpOOHOM KOHTaMUHALMH. [ [pusecmu npumep He meree 5
MepOonpusmuil.
18 | Banmparwisi, Kak OCHOBA Ha UISKAIel IPOU3BOICTBEHHOM MPaKkTUKY. [IoHsATHE peBaMIalIUH.
19 | JesrensHOCTB, IepeaaBaeMast sl BBIIOIHEHHUS JPYroMy
yrty (ayrcopeunr). [punimn. O6ume TpeGoBaHMsL
20 | Ilperen3uu (onpenenenue), AeeKThl KauecTBa (ONpeeNicHUe) U OT3bIBBI MPOXyKIun. [TpuHIm.
21 | Camouncnekiws. B pamkax tpedoBanuii [Tpasun HITIL
VK-1; YK-4; VK-6; [TpakTudeckue 3aganus
OIIK-1; OIIK-6; 1 CornacHo pa3zenly MpOMBIIUIEHHOTO perjiaMeHTa «XapakTepUCTUKa FOTOBOM MPOIYKIUU MPOU3BOACTBA» MPUBEAUTE COCTAaB U
TIK-1; TK-2 0XapaKTepU3yHTe Ha3HAUYECHUE BCEX KOMIIOHEHTOB, BXO/SIIMX B COCTaB Ma3u KaM(OpHOH.
2. I[Tpu oTOOpe mpoOBI TPOMEKYTOYHOH MPOAYKIMK OOHAPY>KEHO, YTO INIOTHOCTH caxapHoro cupona 1,332 r/min (00beM NOoIynpoayKTa B
peaktopa 31,6 ). Paccuuraiite 00beM BOIbI OUHIIICHHOM, KOTOPBIH HEOOXOANMO T00ABUTH TSI TIOTyYEHHs CHpPOIIa C
perlaMEeHTUPOBAHHOM TWIOTHOCTRIO 1,313 1/M1.
3. OtaenoM KOHTPOJISI KauecTBa JaHO 3aKIFOUEHUE O KauecTBa CHPOIa CaXxapHOro, B KOTOPOM yKa3aHO, YTO KOHIIEHTpalums caxapa 55% u
I0THOCTH cupora Hike 1,301 r/mit. [Toiexut u XpaHEHUIO U JalbHEHIIIEMY HCIIOIb30BaHHIO ISl IPOU3BOJICTBA JIEKAPCTBEHHOTO
CHpOIIa anTes AaHHbIN NOITynpoayKT. OTBET 00OCHYMHTE.
4. [Ipu nmpoBeneHNH TEXHOIOTUUECKOr0 MPOLECcca — BAPKE CUPOIIA CaXapHOI'o COIIaCHO MPOMBIIIIEHHOMY pErjlaMeHTy HE0OX0AUMO
MIOCTOSTHHO KOHTPOJIMPOBATh TEMIIEPATYPHBIA PEXHUM B pEaKTOpe BO N30€KaHUE 3TOr0 HEeXeNaTeIbHOro siBjeHus. ONuImTe 3T0
HE)KeJaTelIbHOE SBJICHNE.
5. Benomocts criermgpukamm 000pya0BaHNs COAEPKUT TEXHUUECKHE XapaKTEPUCTHKN BAJIKOBOM Ma3eTepKH, UCITIONb3yeMOM Juis
TOMOT'€HH3alU Ma3H, IPUBEIUTE OCHOBHBIE N3 HUX. YKaKUTE BUABI AeOopMalii, KOTOPbIE UCIIBITHIBAET U3MEIbYaeMoe TeJo, Ha
JTaHHOM 00O0pPYJOBaHHH, YKQKUTE ONTUMAIBHYIO CKOPOCTb BPAIlIEHHUS! BAJIKOB.
6. [pennpusTiem Npou3BOAUTENEM Ma3ei 1JIsl MOIEPHU3ALIMH TEXHOJIOTUUECKOT0 Tpoliecca MPUHATO PELICHHE O 3aMEHE BaTIKOBOM
Ma3eTepKH Ha IUTyHXEePHBIH TOMOreHU3aTop KiarnaHHoro Tuna. OxapakTrepu3yiTe MEXaH|u3M TOMOTCeHU3ALIH, C HCIIOJIb30BaHUEM
naHHoro ooopynoBanus. Chopmynupyiire (pakTopbl, BAMSIONIME Ha poliecchl roMorenu3auuy. Heo6xoaumo i1 mpoBOIUTH
BAJTMIAIMIO/KBATM(HKALUIO TAHHOTO 000pYI0BaHMs?
7. JlexapcTBEHHBIE CHPOITBI MOTYT UMETh MHOTOKOMITOHEHTHBII COCTaB: aKTUBHBIC (papMaIieBTHIeCKre CyOCTaHIINK W BCTIOMOTATeIbHBIE

BCIICCTBA. HpOI/I3BO,Z[CTBCHHa}I perenTypa BKIHOYACT IICPCYCHDb BCCX MCXOJAHBIX MATCPHUAJIOB, KOTOPBIC 6yIIYT HCIIOJB30BaThCA, C




YKa3aHHUEM KOJIMYCCTBA KaXXJ0ro0.

caxaposa — 1500 wmr;

copourona 70% pactBop — 187,5 wmr;

Kamenb ryapoBas — 17,5 mr;

JIEBOMEHTOI — 2,5 MT,

MPONUIICHTITUKOJb — 50 MT;

Hatpusi 6enzoat — 20 mr;
MeTHJITIaparuipokcuoen3oar — 7,5 Mr;
MPONUIIaparuIpoKCuOeH30aT HATPUS — 2,5 MT;
opononon — 1,5025 wmr;

Kapamenb — 42,5 mr;

JIMMOHHOW KHCJIOTHI MOHOTHJIpAT — 7,5 MT;
apomatu3atop penxens —0,01625 mu;
apomatuzaTop MaMHOBBIH — 0,01 mut;
XJIOPUCTOBOJIOPO/IHASA KHCI0Ta — (.S.;

BOJIa OUMIIIEHHAS — J0 5 MIL.

OO0ocHyiiTe TexHOoIornYeckue QyHKIMU BCIOMOIaTeIbHbIX BELECTB, BXoAsAMX B coctas JIIT cupona Cynpuma-bponxo
(oTXapKuBaroIIee CPeICTBO).

Ipu oaye cupora Bo (hi1akoH ¢ BEICOKOH CKOPOCTBIO BHICOK PHCK TOTO, YTO CUPOIT OYZIET IEHUTHCS OT COYIAPEHUs C THOM (hIIaKOHa,
7100 ¢ y>Ke HATUTHIM CHPOIIOM U BhITUTIeCKHUBaeTcs u3 (prakona. [Ipemioxkure TexHudeckoe peleHrne MUHIMU3AIMH PUCKa TIPU
(hacoBKe CUPOTOB BO (PIIAKOHBI.

B CHCI_II/I(l)I/IKaI_[I/II/I Ha UCXOHBIC MaTCpUalibl YKa3aHO, YTO JJIA IIPOU3BOACTBA «CI/IpOH [IUITIOBHUKA» UCIIOJIB3YIOT BOI[HI:;Iﬁ KOHICHTPAT
13 IJIOJ0B HIMITOBHHUKA 1 I/IHBepTI/IPOBaHHHﬁ caxapHLIﬁ CHUPOII. O6’I)$ICHI/ITG, LEIIBIO UCITOJIB30BAHUA UMEHHO HHBCPTUPOBAHHOI'O
CaxapHOro CHUpOIIa U KaK OH ITOJIYy4YacTCA.

10.

Cornacho Ilpasuiam HauIeKarei Mpou3BOACTBEHHOM MPAKTUKK «KOHCMPYKYUsl, MOHMAAC U NOPAOOK MEXHUYECKO20
00CTIYHCUBAHUA NPOUIBOOCBEHHO20 000PYOOBAHUS OOIIHCHBL COOMBEMCMB08aAMb €20 HazHaueHuioy . CUpon 00Ia1aeT BHICOKOH
BSI3KOCTBIO, UTO CO3/IAET OIPE/IeTICHHBIC TPYHOCTH MIPH €ro (PMIbTPOBAHUH. Y KaKUTE THI (DHITBTPOB, KOTOPBIA UCIIONB3YETCs TIPH
(GUIBTPOBAHUM CUPOIIOB U (DAKTOPBI, YITyUIIIAIOIIHE poLece (PUIHTPOBAHUSL.

11.

Ob6ocHyiite momxon K pazpadborke CranmaptHoit onepartonHoi mporeaypsl COIT «CIP (ouncTka Ha MecTe) 1S peakTopa-CMECUTESI B
MIPOU3BOJICTBE Ma3u OOPHOM 5%0» 1 BO3MOXHBIE MOIOIIIME CPEICTBA cornacHo TpedosanusiM [Ipasun HIIL

12.

CocraBbTe MaTepuaTbHBIN OallaHC, OTIPEIENTUTE BBIXO/, TPATY M PACXOAHBINA KOA((DHUIIMEHT Ha CTAHSIX: CMEIICHUS OCHOBBI C
JIEKapCTBEHHBIM BEIIECTBOM; TOMOTEHH3AIIMH 1 OO MaTepualbHbIN OanaHe (TI0 TOTOBOMY MPOIYKTY) TEXHOIOTMYECKOro mpolriecca
MPOU3BOJICTBA 5 KT Ma3u IIMHKOBOM. [Ipy yCcl10BHM, YTO HA CTaK CMENICHUSI MaTEpHAIbHBIE MOTEPH COCTABISIIOT 0,2 KT; HA CTa MU




romorenm3armn — 0,15 kr.

13.

B npousBozcTBe Mazeil CTIONb3YIOTCS pOTOpHO-TTyJbcalimonHble armnapatsl (PITIA). O6ocHyiiTe palmoHalTbHOCTh UCTIONB30BaHUS
JaHHOTO 00OPYIOBAaHMS C TOYKU 3PEHHS CHIKEHHS PUCKa MUKPOOHOH KOHTaMHHALMK. OXapakTepru3yiTe MpUHIHIT pabOThI U
TIPOUCXOJISIIIE TIPU 3TOM IPOLIECCHL

14.

[MpuBeMTE MPOU3BOCTBEHHYIO PELICNITYPY (COCTaB) M OXapaKTEepH3yHTe Ha3HAYCHUE BCEX KOMIIOHEHTOB, BXO/IAIINX B COCTaB
JMHUMEHTa Oasib3amudeckoro 1o A.B. BuineBckoMy. YKaxuTe THIT JUCTIIEPCHON CUCTEMBI JAHHOTO JIMHUMEHTA U (DaKTOpBl,
BJIMSIOILME HA €0 arperaTuBHYI0 YCTOMYHUBOCTb.

15.

[MpuBeMTE TEXHOIOTHYECKYIO PELENTYpPY (COCTaB) M OXapaKTEPH3yHTe HA3HAYCHUE BCEX KOMIIOHEHTOB, BXO/ISIIMX B Ma3h CEPHYIO
MPOCTYI0. YKaXUTE 0COOCHHOCTH TEXHOJIOTMH €€ ITPON3BOICTBA Ha IpUMepe U3BiedeHust 13 [IpOMBIIIIEHHOro pernaMenTa Ha
MIPOM3BOCTBO Ma3u CepHOM MpocToil Paznen 6.« H3n0o1cenus mexnonocuuecko2o npoyeccay.

16.

[IpuBenure npumep oopMIIEHUS TPUUUHHO-CIEICTBEHHON qrarpaMmbl (auarpammsbl McrkaBbl)

17.

Opranusarys cucteMbl 00y4eHuUs epcoHasa (papMaleBTHYECKOT0 IPEAIIPUSTHS CIy>KUT OHUM U3 PEIMETOB HHCIEKIIMOHHBIX
IIPOBEPOK NPEANIPHUATHS, 4TO noadepKuBacT ee BakHOCTh B HIIII. [IpuBeyTe BO3MOXKHBIE KPUTEPUN OLICHKA COTPYIHUKOB
MIPEANPUATUS IPY NHCIIEKTUPOBAHUH.

18.

Iepconan HeHaIeXKAIMM 00pa30M HaJleBaJl KOMOMHE3OH, TI03BOJISIS pPyKaBaM U IPYTUM 4acTsIM KOMOMHE30Ha KacaThes 1oJ1a B
TIOMEIICHHH TIEPE/T BXOIOM B KOMHATY C YMCTOM 30HOM /IS BBITOTHEHUSI aCEeNITHIECKOH 00paboTKH. Takasi mpaKTHKa MOYKET MPHUBECTH
K MUKpoOHO#M koHTamuHanuu JIC. TIpeanoxure, MeponpHsaTHs, KOTOPbIE TIO3BOJIITh MUHUMU3UPOBATh PUCK MUKPOOHON
KOHTaMUHALUH.

19

Ipu npoBeeHNN HHCIEKTUPOBAHUS ObUTH MPEACTABIEHBI OTYETHI IO N3y4YeHHIo cTabmibHOCTH JIIT, B KOTOpBIX ObLTH
3aperHCTPUPOBAHBI CITydau BBIXO/Ia 3a MPeIeNibl crieiuukanyu. [IpuarHoN sBISUIOCH BIMSHIE KOMITOHEHTOB ITEPBUYHON YTIAKOBKH.
[pennpustrem ObUTN NIpeCTaBIEHbI JOKYMEHTHI 0 (papMarieBTHUecKoi pazpadoTke JII1, B paMkax kKoTOpoit ObLIO IPOBEAEHO
n3ydenue copmectumocty JIIT ¢ KoOMIOHEHTaMH yIIaKOBKHU U PE3YJIbTaThl COOTBETCTBOBAIM HOpMaM. OOocHyHTe, Best 1 paboTa Obuia
MPOBEJIEHA C TOUKH 3peHUs YIPaBJIeHHs pUCKaMH IOTEPH KauecTBa PO TYKIIMH.

20.

Cornacho [Ipasun HITIT «3amucu - cCBUIETENBCTBA, TOATBEPKIAFOIINE BHITIOHEHUE PA3IMYHbIX ISHCTBU IS I0OKA3aTENILCTBA
COOTBETCTBUS MHCTPYKIIUSM (HAPUMEP, MEPONPHUATHIA, TPOUCILIECTBHIA, PACCIEIOBAHMUH ). .. 3alMCH, OTHOCSIIMECS K KOHKPETHOM
cepuH, MOTYT ObITH COOpaHBI B T0Cke Ha ceputoy. Chopmynupyiite mpaBuiia BeneHus 3anwvceit (He menee 10mpaBw).




