[punokerne No 2
TOr BVB MH MP «Pe3epa» CrpykrypHoe nonpassencuue,
HAHMEHOBAHHC Oprauysaim ANTEYHBIF CKAaT
JMEMCTBYET Ci | BAMEHSIET: [PUYUHA HATA
| 01 nneapn 20192, | : HEPECMOTPA: CJIEAVIOWIETO
| TIEPECMOTPA;

01 sinpaps 2024r,

COCTABUII:

T
e ,f‘fums uu;f‘m’\
i "\'0 ;)
) "
& T2l

A YTBEPXIAIO:
DOUO, nomxHocTs: TOER /3 ML MP «Peseps»
[posusop arrrevsoro cxana ; HOJDKHOCTI,

["oprosa Mpnna Huxosnaesna /Bopofkesa M.H./

«29» siexabps 2018r. : «29% nexabps 2018r.

CTAHJ.IAPTHA}! OMEPALIMOHHAA MMPOLIEAYPA

| OPH,}_IOK OTHYCKA I’IMMYIIOEMOHOI MYECKHX JIEKAPCTBEHHBLIX

- IIPEITAPATOR




CTAHJIAPTHASI ONNEPATTMOHHASA TMPOUEAYPA

[TOPSIOK OTITYCKA MMM YHOBHOJIOTHYECKUX
JIEKAPCTBEHHDBIX IPEITAPATOB

COJIEPKAHUE:
1s JEATODBIYE vvivowss i3 s v mswn wran va s s 00 ppons o insisn’sins i ks s 2
2, TIBIE suss vn swnannon e smmii bl s 5k e B s L i e e i AR 3
3. TlepcoHan........ e g s s R R SRR e n Ben ik B RSN Sy 3
4, OBIACTD TIPHIMEHCHHS . ¢ e vvinvrnrinrresrnisnnsins st B N T —— -
5. OTBETCTBEHHOCTDusveeesies iy £ e s AR A N i B 3
6. OBLINE CBEIECHMS . 4 evaeurrssorenesionmmitssenesatinnsss s B AP RO |
7. OCHOBHAR WACT Bt s2s 0 1555 5ws v s wnvmmsnan b 4 T TR e SR .

8. Kourpone 3a cOOJIOJCHHEM MNOPSAKA  OTIyCKa: BMMYHOOVONIOrHYeCKHX
NeKAPCTBEHHBIX [TPENAPATOB. . vvvvevvies I SOTTTE L 1 L e— sl 7

0.JlokyMeHTRl ~ [py OTIYCKE IEMMYHOGHONOIMMYECKAX  JICKApCTBEHTBIX
npenapaTos..... g b e s s SRS RO PR REp AR TP

10.Pacnpenenenue CTanapTHRIX OTIEPAIOHHBIX TIPOIIEAYP cvvvvvenssresssrresinses 7
1. JlnTepaTypa:'

- Mepepanbuinii 3axon o1 12.04.2010r. Ne61-D3 "O6 odpameHsy JIeKapCTBCHHbIX
CpencTs’;

- Menepaitbibit saxon PO or 7.02.92 1. No2300-1 "O zawupre 1pas norpedureneii”;

- QezepanbHblif  3akon 0T 30.03.1999  Ne52- @3 O canuTapHo -
IMHACMHOIIOTHHECKOM 6.?[611"01'1().;']}””/114 !I&CC.‘]GHHF{";

- Tlpukas MuH3gpaBcoOUpPa3sBATHA PD or 23.082010 Ne7061 "OO yrBepiicHUH
[IpaBuil XpaHeHHsA NeKapeTBeHHbIX epeacets”y

- TocypaperpenHast (apMaKoesd Poccniickoit ®emepamun. XIV wmsnanuwe, O6mas
(hapmakoIeitnas crarbs " Xparenue Jlexapersernbix cpeacts OGC.1.1 0010.18";

- [Tpuxaz Munaipasa Poccud 0T 11.08.2016 Ne 6461 "O6 yrBepxaexun lIpapni
HaIeKAIeH TTPAKTHKA XPAUCHHS ¥ [EPEBO3KH JICKAPCTBEHHBIX [perapaton Julsl
MEIMLIMHCKOTO TIpuMenets”;

- Tlocramoienne [JABHOTO TOCYApCTBEHHOr0  CaHMTApHOTO ppaua PO ot
17.02.2016 Nel9 "OO yrBepKACHHH CAHMTAPHO-IMHIEMHOIIOTHIECKHX TTPABHIL CIl
13.2.3332-16 "VcaoBust TPAHCHIOPTHPOBAHUSL H XPAHCHHA UMMYHOOHONOIHIECKHX
JICKapCTBCHUBIX npenaparon’;



-T ‘pa;maac_mﬁ Konexe P®;
- Tpynosoit Kogexc PO,
2, Hean,

Onpejenser nopsaox ormycka AMMYHODUOIOIHYECKHUX JIeKAPCTBEHHbIX
npernapaton (nanee-MJIIT) opranusanmsm - nonyyarensM. lpenynpexpaer ornyck
HECOOTBETCTBYIOUMX M0 KauecTsy H/uin KonuuecTsy WJIIT,

3. llepcona.

TpeGosanusa  craumaprueix OnepauloHHbIX  rpouenyp (zanece-COIT)
PaclpoCTPaHAIOTCS HA PabOTHHKOB ANTEYHOTO CKala: 3aBEJYIOLEr0 ANTEeYHbIM
CKIAIOM,  (HapMalEBTHIECKUA [EpPCOHAN  ATTeuHOro CKJIaJla, MeHeIKepa
anTeyHoro ckyuana,

S o 4. O6aacTs npumenenus.
- [ne: 3ona xpaHeHyus W sKCne LMK anTeuHoro cKiaja.
Korza: Ilpu otnycke HUITT. -
5. OTBeTCTBEHHOCT .,

5.1. IlepcoHan OpraHW3aLUMH HECET OTBETCTBEHHOCTL B npeaenax cBoei
KOMIIETCHLIH:

Sduls Pylcé)BonHTeﬂr; OpraHH3aluH:

- 38 ﬂogggéﬁﬁé, )f_ﬁd ceefieHus paGornukos COIT;

- 32 OPTraHU3aLHIO ycndmiix AUt Boinosinedus tpebosanuit COIT.
5.1.2. YrionHoMoueH It 110 KavecTsy:

- 34 HaJIHYHE _Ha'.an;retmosw C-Kﬂ ane COIL;

- 34 ,CBO,QBﬁBMeHHOB_'; npusejenne COIl B coorBerctsue ¢ meifctByroummu
HOPMATHBHBIMHM AOKYMEHTAMM;

- 3a_ﬁposéﬂenng_BHy"I‘pegnqu fiposepok BeitonHeHust COIL
54,3, 3_.312;8.;&}./1011_&1'1‘71 améﬁumm CKITAZIOM:

- 38 coGﬁlOﬂéﬁﬁe TIepeoHaoM anTeuroro cknana COIT;

- 33 COBIIONICHHE CPOKOB fon%mf:*m rpu orryexe KIJIIT;

- 34 !“inBe'pKy:,_cainpono,r;gi;ifrenbﬁblx JOKYMENTOB Ha otnycx MJIIT;

- 3a 1'1po}§ep1{y: ﬁO'Kymeﬁj‘QB oprasuszauuil - nonyuarenen WIIT;

- 34 [IPOBEPKY. .ycn0131»11‘/‘1.:_Tpa1~1'cnop'1‘mpomm WJILL



- 3a uH(GOPMUPOBAHHE PYKOBOAMTE/NS OPraHU3alMW O BBIABICHHM (aKTOB
Hapywenuni npu nonyvenun WJIIT oprannsainsiMy - nonyyaTeasIMu.

5.1.4. OTBeTCTBGHHBIA 3a BeJCHHE PETHCTPUPYIOMIUX [HOKYMEHTOB.
- 3a perucrpauuio oritycka WMIIH B Mypuane yuera apmxenus HJIIL
S.1.5. MapmalieBTHUECKHI nepcoHat:
- 3a vyHoe seinonnenue tpedopanni COIL

B cnyvyae yxyawenus kauecrsa MJIIT wu3-3a necobionenns nannoit
MHCTPYKIHH yiiepd OyneT BoceTrailaBiHBaTLes 3a CHET BHHOBHBIX JIMIL.

6. O6nue ceeHHsl.

COIT ycranapiuBaeT TpeOOBaHUA K IPOBENEHHUIO KOHTPOJNS TIPH OTTYCKE,
npepynpexiaer ornyck MIIIT, necoorsercTByrommx TpeOoBaHUAM HOPMATHEHOI
noxymenrtauud. Co6mopenne COIl  nosponser obecrevnTh — KavecTBO
(hapMaLeBTHUECKHX YCIIyT.

7. OcHOBHAS YACTD.
7.1. Mcnonnzyemoe obopyaoBaHue:
- XonoauapHas kamepa s xpanesus KT

- pescpBHas XonoAuibHas Kamepa juis pasmemenus WJIT st npeacesonnon
MMMYHH3aLMHA;

-~ MOPO3HJIBHBIH naps s xpaneuus I

& MOpOSHHI:IIbIﬁ Japb Ind saMopaXuBanua XJ1ai0oJIeMEeHTOB; -

Mapfmposar—muff; CTOJ JUISE KOHJAWIMOHHWPOBARMS XIAaJ02JIEMENTOR,

1

xonoauaLIas kamepa ang yrknanku I B TepMokonTeiiHepHI;

MapKUpoBaHuLIA cros ang yraanky FUITT B repMmokonTeiineps;

1

TEPMOMETPL], TEPMOPETHCTPATOPE], TEPMOUHIUKATOPEI;
- TEPMOKOHTCHHEDD,
- XJIa0DIEMEHTHI.
7.2. Vicrionp3yeMble sKypHaibl PErucTpariui ¥ JOKYMEHTHL:
- TTpuikassl Yrpasienus 3apasooxpanetus TamGosekoi obnacty;
- Kypuan peructpauiu 3agpok na nonyuenye W, uHCYMMHOB U 21p.;

- Kypuan yuera apmxenus I



7.3. Ornyex VUITI mpousBoautes B CrienuanisHo o6opy[oBan ol 301e -
30HE IKCIICIH L.

7.4. Ornyex WIIT ocymieeTBaseTes: OTBETCTBEHHBIMK JIMLIAMH.

7.5, 3aBeAyIOlMH anTeYHbIM CKIIAIoM (MIH OTBETCTBEHHOE JHUIO €ro
3aMelaIonee) U (hapMaleBTHICCKHA NepCOHa, OTBETCTBEHHbI 3a orryck MIJIIT,
ACHCTBYET MO CEAYIOLIEMY aNrOpHTMY:

7.5.1. 3aBenyiowMit anTeuHbIM CKIAAOM (MM OTBETCTBEHHOE /U0 €ro
sameluatolee) obssan yjaocroseputhes, uto orrmyex MJIIT ocymecrsisercs ua
OCHOBAaHMY NPHKA30B YripasneHus sapaBooxpanenis TamOoBcKkoi obaacTi.

7.52:  Ormyck. WIIIT  ma  amredHoM  CKJAE  [POM3BOMMTCS  TIO
NpeiBapUTeNLHON 3anuck, TIpenBapHTeNbHyI0 maTy H Bpema nosyuerus VJITT
corpyannky JIITY u anTex cornacoBbIBaIOT ¢ COTPYAHHKAMH AlTEYHOro CKJIajia
1o renehony (8- 475 31-3-09-65).

7.53." JlanHble, MONy4eHHBle B XONE IIPEeJIBAPHTENBHON  3armc,
'pemurpupym*rca B «}KypHaﬂe perucrpanuu 3asBoK Ha nosnydenuwe WIIIT,
UHCYJIHEOB 1 APY. .

7,5.4.‘3ase,r.ty10mm71 anTe4yHbLIM CKIAJOM (MJIM OTBETCTBEHHOC JIHLO €ro
‘3amellaroulee) KOHTpoaupyet, yrobs I, ormyckaemsie cotpyanukam JIITY u
anTek, HMeJd COrNacoBaHHBIH OCTATOUYHBIH CPOK I'OAHOCTH.

7.5.5. 3aBenyroWyi anTeuHuIM CKJIAgOM (MIH OTBETCTBEHHOE JIMIO ero
3aMelaloniee)  « KOHTPONHpPYeT, urobbl K  OTIYCKY OBUIH  [OArOTOBJIECHSI
JOKYMEHTDI; nojTBepkaaomue kavecrso HMJIIL, unHCTpykumMu mo mpumenenuio
WIIIL : '

7.5.6. 3asenyromui amre4yHbIM CKIAAOM (MM OTBETCTBEHHOE JIHIO €ro
samewlaroniee) . Koutponupyer, 4rober  otnyck  HMJIT  ocymecreasics
llpL.,H,C‘laBHTBJ'ISIM OpraHMsaluf — T[OJlydarejieH, HazHaYeHHBbIX IPHKA3OM
PYKOBOAMTE/sA, OPraHu3alMu  HA OCHOBAHWM  JIOBEPCHHOCTH Ha MOJyueHHe
'\mlepmaﬂbnblx LeHHOCTeH, 0pOpMIIEHHOM B yCTAHOBJICHHOM TIOPSAKE.

i £ Hepcouan orBercrBennbit  3a  ormyck M, ocymecrsiser
{,J]L,NL)!IOLHHB ACHCTBHSL:

g 5 7.1, HpOBBpKEl T@pMOKOHleH[IepDB OpraHu3alHi — nogyvarenei.

OC}’LH@CTBJIFIBTCH IIpoBepKa coorBercTBus  o0bema 'I‘epMOI\OHTeHHCPOB
00BEMY. omycxaemmx M, coorBeTcrBHe THNA TEPMOKOHTEHHEpPa BPEMEHH
TPaHCIIOPTHPOBKY, YKOMILIEKTOBAHHOCTH T€PMOKOHTEMHEPa X/Iaf0d/IeMeHTaMK ©
COOTBE 1CTB}’IOLII.€P1 M&pKHpOB[\OH 060}3}'2!.0!3&{{110\'1 JLIISI KONTPOJIs
1wueparypﬂoro pe}mma (TEpMOMHJIMKATOPAMY,  TEPMOPErHCTPATOPaMH,



TEPMOMETPaMHU), a TakXKe HATHIHE MEXAHMUECKMX MOBPEXKIEHUH CHApY#H H
BHYTPH TEPMOKOHTENHEPOB, BHINMBIX 3arpsS3HEHMHI,

Ec/ii TepMOKOHTEHHEPE! MMEIOT 3arpI3HEHNs, UX HEOGXOAUMO OUHCTHTD OT
BU3YANILHOTO 3arPA3HEHHA [epejl NepeMelieHUeM B 30HY KCTIeUITHH.

7.5.7.2. llepemecTuTh TEPMOKOHTCHHEPBl B XOJOIMILHYIO Iclamepy ang
yxaagakn U pnst oxnaxennst.

7.5.7.3. T'loaroronxa xja02J1eMCHTOB.

Hust yxunaaxu  WJIIT B repmokonTeliHepsl HEOOXOAMMO  TOATOTOBHTL
KOHAHLMOHUPOBAHHBIC — XJIAA03JEMEHTBI, HMeEIolHue COOTBETCTBYIOULYIO
MAapKHPOBKY.

7.5.7.4. Tlepemeuienue rtonpapa, [TOJrOTOBJICHHOTO K OTIIYCKY B
XOJOHNBHYIO Kamepy uid yriaaxu MIITL

WMJITI, noAroTOBJNIEHHBIE K OTHOYCKY B 30HE XpaHeHus, [epeMeniarorcs B
xamepy ats yknaaxu M ¢ cobimosennem “xononosot nenu”.

TS, Quelixka  COOTBETCTBHUS WJIIT  toBapoconpoBoguTeNibHO#H
AOKYMEHTAUMH 110 KOJHUECTBY U KauecTBy.

OcyIecTBIACTCS COBMECTHO C MPEACTABHTENEM OPIraHU3alIMY - [ToJIydaTess
MyTéM repecucTa A03, CPaBHEHMEM C YKa3aHHBIM YHCIOM 03 B TOBapHOIl
HAKNA/HOR, BuU3yalibHOro ocmorpa ynakopok ¢ HIIIT wu  cpaBHenus ¢
JAOKYMEHTAMH, NoATBepIK atoimM Kauectso ML

7.5.7.6. Yxnaaxa ornycxkaemeix WMJII B TepMoxouteitnepnt ans
TPaHCIIOPTHPOBKH.

7.5.7.6.1. OcyuiecTsiserces IIPOBEPKa TEMITEPATyPbi BHYTPH
TCPMOKOHTEHIIEPOB C HCIIONB30BaAHHEM 00OpYNOBAHHS, NMpPeJHa3HAUYCHHOTO JUls
ITUX Leei

7.5.7.6.2. YnakoBxu ¢ MJIIT yxiageBalotess B TEPMOKOHTECHHCPH B
COOTBETCTBUHM CO CXCMOHM YNaKoBKH TEPMOKOHTEHHEpAa € HCIIOIL30BAHHEM
H30JHPYIOLIEro MaTepHana.

Voakopku ¢ MJIIT yiaansizaiores B TEpMOKOHTEHHED TakuM o0pasom,
uToOBl UCKIIOUHTE UX NoBpexaerune. [IpH noBpexaenny yIakoBoK IpH yKIAIKE,
3aBEAYIOLIMM  ANTEUHBIM  CKJIAJIOM  HE3aMeJUIMTEeNLHO  HHpOpMHpYyeTes
PYKOBOJMTEIL OPraHn3aling, OTBETCTBEHHBIMI JIMUAMK COCTABIACTCA AKT.

7.5.7.6.3. AxTHBanMs  TEPMOPETHCTpaTOpa MM TePMOHHIMKATOPA,
Qukcanmus X TOKasaHMmit W pasMeienne 0GOPYNOBAHMA JUIS  KOHTPO/IA
TEMIIEPATYpPHOro PSKHMA B MECTe, COTMACHO TEPMOKAPTE MEXIY yMaKoBKaMH
WL



- 1.5.7.6.4. Briaua TepMOKOHTEHHEpOB ¢ WJITT IPEACTaBUTEMO OpraHu3anuy
M ITOJIY‘I&TBM C TOB&pHLIMH HakJanupIMy U ,EIOK}’MBHT&MH, HO,ZLTBCP}I(}J.HIOHJ,HMH
kauectso MJITT i unctpykuusvu 1o upumeHenwuro MIJIIT.

Baed o) SQBcnyfomHﬁ ANTeUHLIM crIa/ioM (uiu OTBETCTBEHHOE JIHIIO ero
3aMellaoIee) nonyyaer or IPEAcTaBuresns oprauusauupy - HoJiyyartens

JKSCMILIADBL TOBAPHBIX HAKNATHEIX ArTeYHoro Cikana ¢ orMeTkol o nomyyenun
VUIIT.

7.5.7.8. Odopmienue PETHCTPUPYIOUINX HOKYMEHTOR,

OrsereTBeHHBIM 32 BCACHHE IKypHana BHOCHTCS 3amuch g Kypnan yuyéra
Asracernst MJITL,
7‘.5.7.9.;. 'Hpm HEBO3MOXHOCTH oTiycka MJIT no suue OPraHU3alHy —
nosyvarens saléenyfomﬁﬁ aNTeuYHbIM CKAAAOM (MuTH OTBETCTBEHHOE JIHLO ero
3aMelaronee) HH(bopMﬁpyeT PYKOBOIHTENS  opranusaunn, OTBETCTBEHHBIM
JIMLIAaMH B ﬁpHCYTQTBHl;{fﬁpBlICTaBHTGHS{ OPTAHM3ALHH ~ TIOJIyYaTeNls COCTABIseTCS

AKr. H o B PO

8. _I_g{ou'r‘pom; 3a cobuonennem nopsyka ornycika ML,

BHj}TpeH_HHﬁ KOHTPONME  3a  cobuoaenueM nopsuka ontycka MJII]
OCYUIECTBIIACT YIIONIOMOYCHHBII 110 KauecTsy.

Kourpons 3a cobmoenuem npasun OCYIIECTBIIATCH He pexe OAHOrO pasa
B roJl B XOAe .IIpoBejeHus BHYTPCHHHX AyAHTOB COIJIACHO YTBEPKACHHOMY
rpaguiy.s LI E -

: 9. Hokymentui npu oriycke MJII1:

Tosapuan parnanmas; *
Cepri tp;/ma'rf ‘COOTBETCTBMUS; -
TMacnopr; w104
Mextapanys,

- 10. Pacnpeucne]me sxsemnapos COII:
OpHrHHAT - y PYKOBOLMTENIS: OpraH3aLum;
Korus Nel -fy 3aééﬂyiomerb aITeYHBIM CKIIAA0M;

KonuaNe 2 -y yﬁdnﬂorvmtiermoro MO KayecTry



