OAO JIAJIBXUM®DAPM»

HanmenoBanue

Homep cepun (naprnun)
Jlara npomM3Bo/AcTBA

T'onen 10

IIACIIOPT Ne 5/2036-25

JInbazon

Obwee Koanuecrso crpannu 2
Crpannua |

pa(:Tnop A BllyTpHBCllllOrO H B“yTpll.\ll:ll.lle‘lllOl"O BBe/ICHUH
10 mr/ma 1 mur, amnyasl (10), KopoOKH KapTOHHBIE

50525

270525

0529

KoJin4ecTBo HPOAYKIHH B CepHH

(xr, mr. 1 T.a.)
HopMaTHBHBIH JOKYMEHT

29975 ym.

JITI-N2(005640)-(PT'-RU)-310524 (nocaexosareannocts 0001)

KAMecTs0 NPEnapaTa rapanTHPOBARO B TCHEHNE CPOKA FOAHOCTH NPH COBIIACHIN YCI0BHIE XPAREHNS B OPHIHHAILHON YnakoBKe,

No Haumenosaune

isibii TpeGosauns HJI HJT na meroant PesyibTaThl
wn nokasareieii HCTbITAHMI HCNLITAHMI
1. | Onucanne Ipospaunsiii GecuseTHbIil JHI-Ne(005640)- Ilpospauneiii  OecuBeTHbI
PACTBOP € XapaKTepPHbLIM 3a- (PI'-RU)-310524 pacTBop ¢ XapakTepHbIM
naxom Janaxom
Z Haenrudurkaunsi 1.YabTpaduoseroBble cnek- JITT-Ne(005640)- 1.YabTpadmoierosbie
Tpbl Noraouienns pacrsopa b (PI'-RU)-310524 CHNEKTPb] NOIVI0LEeHns pac-
HCNIBLITYEMOr0 pacTBopa H ro xiv, TBOpa B nenwrryemoro pac-
pacreopa Il cranaapTuoro O®C.1.2.2.0001.15 TBOpa N pacrsopa Il cran-
pacTBopa 0eHaa3oJia ruapo- JapTHOro pacTeopa Genja-
xaopuaa (Gennazona) B obaa- 30,12 ruapoxaopuia (Genaa-
et o1 225 10 300 HM Z0/IKHBI 30J1a) B o0sacTu ot 225 10
HMETh MAKCHMYMBI H MHHH=- 300 HM HMEIOT MAKCHMYMbI
MYMBI IPH OJTHHX M Tex ke U MHHHMYMBI TIPH OJHUX H
NMHAX BOJIH. TeX ke JUIHHAX BOJIH.
2. KauecTBeHHBbIE peakunu (2) 2. [MoaTBepRIACHBI
3. IMpo3spaunocTs Jonxen GbITh NPO3pavuHBLIM re X1v, IMpospaunerii
0®C.1.2.1.0007.15
J10J1K€H BbLICPKHBATH CPaB- ro xXiv,
___4'__ TRNEToRTL: HEHHE ¢ 'n!;.nmmm B.,p O®C.1.2.1.0006.15 Misnme vamoms By
5. | pH re Xiv,
28-33 0®C.1.2.1.0004.15 3,16
MOoTeHLHOMEeTpHYe-
CKHii
6. ITpumecn He Gonee 0,05% JITI-Ne(005640)- Menee 0,05%

(PT-RU)-310524

7. Konnuecrsennoe
onpeaenenne

benaaszona  ruapo-

JIT1-Na(005640)-
(PI-RU)-310524

xjopua (Genaazon) 9,0 — 11,0 mr/ma onC l;(lz) lx:‘é’OOS 15 10,1 mr/ma
CnupT 3THI0BBII 9-11% e o 10,0 %
8. CrepnabHocTh Jlo1zken BbIAEPKNBATH ro xiv, CrepuibHbiii
HCnBITaRNs O®C.1.2.4.0003.15 | an. No [
9, bakrepnaiabubie He Goaee 8,75 E9/mr o X1v, Menee 8,75 ED/mr
| Ina0TOKCHHbI 0®C.1.2.4.0006.15 | an. Ne 129
10. HUisnexaemblii He menee 1,0 mn e x1v, 1,0 Mo
n 00bEm O®C.1.4.2.0003.15
XUMHK-AHAIHTHRK a /? 7 «2T» 06 20251
(pammansn) (nnn.l‘mu,) ,’ i (1aTa)
HavyanbHuk MHKpoOHO/I0- .JQB)LL{LLb w. H/ - AW « I"’Z» ok 2025 ¢
riueckoil JabopaTopun [ (pavmans) | (noanues) (aata)




crpana 2

] Haumenosauue H
wn noKa m::nm Tpedosannsn HJL ;?c::::;::bl Pesyantatei menwrranmii
1. Erf:::gmme lleﬁﬁumc;‘;m JGI;DmTyK AMITY W ' X1V, —
P —— He bosee 23 n3 HWITYR amnyn 0®C,1.4.2.0005,18
Hesuanmeie ' X1V,
HYacrnu = 10 mem - we GoJree 6000/ammn. T/amn.
MEXaHHYecKHe Uactiu 2 25 wikwm - ne Goaee 600/amm, 0DC.1.4.2.0006.15 0/avm.
BRKJIKYEHHSA
12. | Ynakoska o 1 ma B amnyawt Tuna N HENTPAILHO- o 1 s & ammyaet Tuna W1 weitrpa.-
Y0 cTerAa wim Gecunernoro crexaa nepsoro JI1-Ne(005640)- HOTO CTERIA ¢ TOMKAMN HALIOMA.
THAPOMTHYECKOTD  KAACCA ¢ TouKamm (PI-RU)-310524 MapkupoBKa HaHecena HenocpeacTRenio
HALTOMA W Konkuamm. HA AMNYILI METOAOM rAyBokoii neuarn,
Ha avnyam wakaenpawt sruxersn ca- Ilo 10 amnya smecre ¢ u pyKumeii no
MOK. HIH MAPKHPOBKY HAHOCHT MCIHUMHCKOMY NPHMEHENNI0 B Kopobke
HEMOCPEACTBENHO HA  AMOYJbLI  MeTOaOM M KAPTOHA.
ray6okoii newatn, Kopodka oxieena ITHRETROIi-Banaepo-
Io 10 ammya Bwecre ¢ HHCTPYRUReH no A0,
MCAHUNHCKOMY npUMeHEHnI0 B Kopobky 3
KApTOHA,
Kopobky OKICHBAKT ITHKETKOII-
Ganaepoanio.
13. Mapnuposka Ha amnyae ykaivipawr TOProBoe HAUMEHO- Ha amnyae yxasani voprosoe nanseno-
BAHME JCKAPCTBEHHOIO MNpenaparta, Kom- JITT-Ne(005640)- BANHE JCKAPCTBENHOTO MPENapaTa, Kon-
UEHTPAUNIO, NYTL BBCACHUA («B/Br, «B/M»), (PT-RU)-310524 HEHTPAUMA,  N¥TH  BBEACHHR  («B/By,
ofbem mpenapata B MuIMANTPAX, HoMep «B/M»), ofnem npenapata B AT
CCPHIL, 1ATY HCTEUEHHN CPOKA FOHOCTH. PAX, HOMEP Cepum, AATa HCTCHENUA cpoka
Ha IMUKEMKe-OaHOepoan  YRAILIBAKOT TOAHOCTH,
HAMMCHOBANME, TOBAPHLIL IMAK M agpec Ha  smuxemke-sandeporu YR b
(cTpamna, ropoa) aepxarens perncTpanuon- HANMENOBANKE, TOBAPHBIL INaK 1 aapec
HOTO VAOCTOBEPEHHN, TOProBOE HAHMeNo- (cTpana, ropoa) aepxatean permerpaun-
BANKE JCKAPCTBEHHOIO NPeNnapaTa, Meway- OHHOTO Y0CTOBEPEHUS, TOProBoe HanMe-
HAPOAHOC HEMATEHTOBANHOE HAMMCHOBANHE HOBAMNE  JICKAPCTBENHOID  mpenapaTa,
HA PYCCKOM W AHTINACKOM RIbIKaxX, Jexap- MERAYHAPOIHOE HEMATENTORANNOE
cTBennyio gopmy, KonuentTpaumo, unpop- HAMMEHOBANNE HA PYCCKOM W anrmii-
MAUNIO 0 COCTABE 1EKAPCTBEHHOTO npena- CROM  siniKax, gekapersennas  dopwya,
PATA (HAMMEHOBAHME W KOJIHYECTRO Aeii- Konuentpauns, undopmauns o cocrape
CTBYIOILETO BEUIECTBA W TEPEdeHb BCIOMO- JIEKAPCTBEHHOTO  npenapata  (Hanseno-
FATeALHBIX BemecTs B | ma npenaparta), BAHNE M KoOMuecTBO JeilcTBYIOHICro
00beM npenapaTa B MHATHANTPAX, KON Te- BCILECTBA M NEPLUCHB BCNOMOTATE ThHEIX
CTBO aMnyn B ynakoske, «CTepHILio», seweers 8 | ma npenapara), obnem npe-
«Buyrpusenno», «BuyTpusbimednon, AAPATA B MHUTHINTPAX, Ko,
«XpauuTe B HEAOCTYMHOM A8 jeveii Mme- amnya B ynawoske, «Crepuiannoy,
eren, «Cnocod npumenennn: cm. HHCTPYK- «Buyrpusennon,  «BuyTpuMbLimesnon,
UHIO 110 MEIHUHHCKOMY NIPHMEHEHHION, «XpaHuTL B HeAOCTYNHOM Aam  jeveii
YCIOBUSL  XDAHEHNA, YCAOBHA  OTHYCKA, secren, «Cnocob npusene
WTPHXOBOI Koz, CTPYRUMIO 110 MEAHMHHCKOMY MpHMCHC-
Ha xopofxe ykaswiaor HOMeEp cepun u HIIO», YCI0BHA XPANCHUS, YCI0BUS oT-
JAATY HCTEYEHHN CPOKA roanoCcTH, nycka, lllT]]l[!UI!ﬂﬁ Koa.
Jlonycxaercs Homep cepum u AaTy wereue- Ha xopofike ykasanui womep cepun m
HHS CPOKA TOAHOCTH HAHOCHTE HA BTOPHY- AATA HCTEHCHNS CPOKA FOAHOCTH.
HYI0 (MoTpebuTeaLCKYI0) YIAKOBKY B Biae Howvep cepun w aara meresenns cpoxa
PeIbeHLIX OTTHCKOR WAH MeTor0M mewa- FOAHOCTH HAHECCHBI MA BTOPHUIYIO (10~
TH. TPEOUTEALCKYI0)  yHakomky  smeroaom
Ipn neobxoaumocTn cpeacraa WAEHTHDU- neYaTH.
KAUHN  (KOHNTPOILH LIt HaenTugukaunon- Cpeacrsa  naenruduxanun (RONTPOIL-
MBIl 30K, nepemenmas uudopmauns, wo- HBL aenTHdUKAIONILIT Ak, nepe-
MEp CepHH, AATA NCTEYEHHS CPOKA TOAHO- MeHHan nndopmaumus, nomep cepum, 1ara
CTH) HANOCATCA: KOPOOKA — MA ITHKETKY- HCTEUCHHA CPOKA TOAHOCTH) HAHECCHBI:
Ganaepois nam cBoGOINYI0 0T MapKHpoRKH KOpolKa — HA YTHKETKY-Ganaepoin.
cTopony 6 :l
14. | Cpok roanoctn 4 rona JITI-Ne(005640)- 4 roaa
(cpox xpanenus) (PI'-RU)-310524
15. | YeaoBus B 3auniennom ot ceeta mecte npu TemnepaType He Buime 25 °C.
XpaHeHus S

KouTponkusiii mactep

3akn

wuenie

WHOH

— Yabanopa
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(hasmmann)

(noanuce)

AMIyabI (lﬂ),'lcb'paéjéq KapToHHbIe cepusi 50525 cooTBeTeTBYET TpEboBaHMAM
| JITENe(005640)-(PTLRU)-310524 (nocaenosaTennnocts 0001)

1
/| Haua

b z

F

(naTa)

T:\\
U‘lﬂxmnﬁamn PAacTBOP 151 BHYTPHBEHHOT0 M BHYTPHMBIIIEYHOT0o BBeaenns 10 mr/m | M,

(pamuann)

(ngammes)



&

®01-COII-2300-157/01-21

PA3PEIIEHUE HA BBIITYCK
JJEKAPCTBEHHOI'O CPEJICTBA B OBPAILIEHHE

Ne 1748/25

HaumenoBanue

Hubazon
pacmeop Ona 6HYMpUSEHHO20 U BHYMPUMBIULEYHO20 86E0EHU
10 m2/mn 1 ymn, avnynet (10), kopobxu kapmounse

MesxayHapoHoe HENATEHTOBAHHOE HAHMEHO- Lenoason

BaHHE (rPYNNHPOBOYHOE HIIH XHMHYECKOE)

Homep cepun 30525

O6bem cepan 29975 yn.

Jara nponsBoacTea 27.05.2025

Cpoxk rogsoctn 4 200a
Jlo 05.2029

Homep perscTpannonHoro y1ocToBepeHus u
JATa perHcTpanHu

JIT-Ne(005640)-(PT-RU) om 31.05.2024
Pezucmpayuonnoe ydocmosepenue JIC-001560 om 02.04.2012 npu-
sedeno 6 coomsemcmsue ¢ Tpebosanusmu EADC dns nexapcmeseri-
HblX npenapamos. [Jokymenmel u dannvie, codepocaujueci 6 0bHOE-
JNEHHOM Pe2UCMPAYUOHHOM 00Cbe, COOMBEMCMEYIOm HO C80EMY CO-
0epIHCAHUI0 OAHHBIM PE2UCHPAYUORHOZ0 OOCbE 3aPezUCIPUPOBAHHO-
20 NEKAPCMBEHHO20 NPEnapama u He COOepHCAIM UIMEHEHUI, 6nus-
FOUUX Ha Kayecmeo, sgghexmusHocmy, Ge30nacKocms WU COOMHO-
uieHUe «NONb3A-PUCKY NEKAPCMBEHHO20 NPEnApama.

HaumenoBanue n aapec aepxkareiis peru-
CTPANHMOHHOI0 YA0CTOBEPEHHS

Omkpeimoe axyuoneproe obuyecmeo «JAJTBXHM®DAPM»
(OAO «[JAJIBXHM®APM»), Poccutickas @edepayus,
680001, Xabaposckuil kpaii, 2. Xabaposck, yn. Tawxenmekas, 9. 22

Homep nopmMaTHBHO# JOKyMeHTALHH

JHT-Ne(005640)-(PI'-RU)-310524
(nocinedosamensuocme 0001)

IIponseeneno,
azipec MPOH3BOACTBEHHOH MIOIAAKH

Omkpeimoe axyuoneproe obwecmso «JTAJTBXHM®DAPMy
(OAO «JAJIBXHM®APM»), Poccuiickas Dedepayus,
680001, Xabapoeckuii kpaii,2. XaGapoeck, ya. Tawxenmexas, 0. 22, cmp. 2

¥Ynakosano,
ajpec NPOH3IBOACTBEHHOH NJIOIAIKH

Omxpwimoe akyuoueproe obujecmgo «/JASTBXHM®DAP My
(OAO «JAJIBXHM®APM>»), Poccuiickas Pedepayus,
680001, Xabaposckuii kpai,2. Xabaposck, yn. Te as, 0. 22, emp. 2

Brimyckaomuii KOHTPOJIb KavecTBa,
aJipec NPOH3BOACTBEHHON NIOMAAKHA

Omxpetmoe axyuoneproe obuecmeo «JAJTBXHM®APM)
(OAO «JAJIBXHM®APM)»), Poccutickas Pedepayus,
680001, Xabapoecxuii kpaii,2. Xabaposck, ya. Tawxenmexas, 0. 22, cmp. 8

Homep nacnopra, 1aTa BblJa4n

Ne 5/2036-25 om 30.06.2025

JInnen3usa uHa OCyliecTBJIeHHEe IPOH3BOACTBA
JEKaAPCTBEHHLIX CPEACTB

Pezucmpayuonnviii Homep nuyenzuu
J1012-00102-77/00010391

CeprudHKaThl COOTBETCTBHA TPeGoBAHHAM
IIpaBua Hapexauei NPoH3BOACTBEHHOI
npakTukn EBpazniickoro sxoHoMu4eckoro
coio3a

Cpok peiictBus ¢ 03.08.2023 no 02.08.2026

Ne GMP/EAEU/RU/00911-2023
(Xabapoeckuii kpai, 2. Xabapoeck,
ya. Tawkenmckas, 0. 22, cmp. 2)
Ne GMP/EAEU/RU/00915-2023
(Xabapoeckuii kpai, 2. Xabapogck,

ya. Tawkenumexas, 0. 22, cmp. 8)

HacTtosumum s NoATBepyKIal0, 4TO NPHBEJCHHAs BbILIE HHPOPMALMA AB/IAETCA AOCTOBEPHON M TOUHOIA.
Hannan cepua npounspeneHa u ynakosana Ha OAO «JIAJIbXUM®APM» M Ha OCHOBaHHH TOTO, YTO:
* CepHs MPOH3BEJCHa B COOTBETCTBUHM C JieHcTByomMMH TTpaBHnaMu Haulexalleil MpoM3BOJICTBEH-
HOH NPaKTHKH, MUECH3KEH HA MPOW3BOJCTBO JIEKAPCTBEHHbBIX CPEACTB H TPeGOBAHHUAMH KOHTPO/IS

KayecTBa JIEKAapCTBEHHBIX CPEICTR,

* cepHs 0TBeuaeT TpeGOBAHHAM PErHCTPALIMOHHOTO J0ChE;
* IOKYMEHTaLHA 110 JaHHOH CepuM MPOLLIA NPOBEPKY Ha MOJHOTY H JOCTOBEPHOCTh M OBLIA yTBEp-
J/IeHa JIMAMH, OTBETCTBEHHBIMH 32 TPOH3BOJICTBO H KOHTPOJIb KAYECTBA
paspewtena K esinycky na meppumopuu Poccuiickoii @edepayuu
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