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TAPMALIEBTHKA

Mecro HaxompaeHua: 000 «030H», 445351, Camapckaa 064, 1. Jurynesck, ya. NecodHas, 34. 11
Mecra ocylecTBagHua nuueHsupyemoit geatensHoctr: 000 «0O3ok», 445351, Camapckas 06.., . 0. Hurynescx, r. }urynesck, ya.
MippoctpouTenedt, a. 6; Ten. +79874599991, +79874599992, (84862) 290-00, dakc (84862) 341-09;

Nuuensua Munucrepersa MpomeiwneHHocTy 1 Toprosau PO Ne /1012-00102-77/00010730

Ceptudurar kauecrsa cepum Ne 16029 ot 25.12.2025

MokcoHuguH, TabneTku, NOKpbITbie NNeHOYHOM 06on0ouKoit 0,4 mr

Homep cepuu
[ata Ha4yana Nnpou3BoAacTBa
KonuuecTso

AHaNK3 BbINOJHEH MO HOPMATUBHOMY JOKYMEHTY

TOProBoe HAMMEHOB2HUE NEK3PCTEEHHOMO NPenapaTa, NekapcTaeHHan GopMa, A03UPOBKE

PeructpauoHHoe yaoctoeepeHue JM-Ne(002225)-(PT-RU)

381225
08.12.2025
61 304 ynakoBoK

JIN-Ng(002225)-(Pr-RU)-210423

HaumeHoBaHuWe noxasartens

MeTo4 KOHTPOAA
HopmaTtusHoe 3HayeHue

PesynbTaT KOHTPONA

Onucarue BuayasibHbIN
Kpyrable  fnBoAkoBbinyknbie  Tabietd, MOKpeiThie | Kpyrabie  ABORKOBLINYKAble  TabneTxu,
nAeHo4YHoM obonoukol Genoro unv nouTi 6enoro useta. | NOKpbIThle NAEHOYHONM 0B0A0YKoH Benoro
Ha nonepeyHom paspese BugHbl ABa CNOA — A4PO | UBeTa. Ha nonepeyHom paspese BWAHbI A8a
Benoro uau noytm Benoro UBETA ¥ NAEHOYHAA | COA — AApo Benoro useTa M NAeHoYHas
obonoyka. obonouka.

MopgArHHOCTL B3MX
Bpems VAEpPKUBaHUA OCHOBHOrO nuKa Ha
XpOMaTorpamMmme  WCMbLITYEMOrO  PacTBOPa  OO/KHO CooTBeTCTBYET
COOTBETCTBOBATL BPEMEHW YOEPXKUBAHUA OCHOBHOIO
NuKa Ha xpomatorpamme pactsopa CO MOKCOHMAMHA
(paspen «KonuuecteeHHoe onpeseneHmey).

PacTsopeHue [P Pd BIKX
He meHee 80% (Q) mokcoHMauHa Yepes 30 MuH. 98%

PogcteeHHble Nnpumecu

BIKX

Mpumecs A —He Bonee 0,4 %

Mpumeck B — He Bonee 0,5 %

Mpumeck C — He bonee 1,5 %

Mpumecs D —He 6onee 1,5 %

EAMHMYHAA HeAeHTUPULMPOBAHHES NPUMECE — HE

He obHapy:keHo
He obHapymeHo
He oBHapykeHo
He oBHapyreHo

Bonee 0,5% 0,40 %

Cymma npumeceii — He bonee 3,0 %. 0,85 %
OaHOPO4HOCTL [O3MPOBAHUA [® PD, cnocob 1, BIKX

AV<15,0%. 6,3 %
RonuuyecteeHHoe onpegenexue BaXX

Ot 0,34 mr 8o 0,46 mr CsH12CINsO (MOKCOHMAMHA) B 0,39 mr

Tabnertke.

Muxpobuonoruyeckas YMCToOTa
O61wee yucao aspobHbix
MHWKpOOpraHusmoe e 1 r;
O6Lwee YMCNO APOHIKEBbIX U
nnecHesbIX rpuboe s 1 r;
Escherichiacolis 1r.

D PO, Kateropus 3 A.

He 6onee 1:10° KOE/ r/mn ;

He 6onee 1-102 KOE/ r/mn ;
oTcyTcTBMe B 1 r/mn

meHee 1:10" KOE

meHee 1:10" KOE
OTCYTCTBYET

YnaKkosKa

Mo 7, 10 uan 14 Tabnetok B KOHTYPHYK AYEHKOBYIO
YNaKOBKY U3 MAGHKU NOAUBUHUAXNOPUAHON U onbru
2NIOMWHWEBOMN NeYaTHOM NaKMpOBaHHON,

Wan no 10, 20, 30, 40, 50, 60 unu 100 TabneTok 8 HaHky
ZE] nonuatuneHTepedTanara, unm BaHky
MOMUMPONUNGHOBYIO,  YKYNOPEHHYIO  KpblWKOW M3
NOAWU3TUAEHE BLICOKOTO A3BNEHUSA C KOHTPOJIEM NEPBOro
BCKPBITUA, WMAM  KPbIWKOW  MOAMNPONUAEHOBOW €
CMCTEMOW  «HaaTb-NOBEPHYTBY, WM  KPbIWKOW U3
NON3TUEHE HW3KOTO [AaBNeHUA C KOHTPOAEM NepsBoro
BCKPLITHA.

LonyckaetcA ceobogHOe TMpOCTPAHETBO B bBaHKe
3aM0/HATL BAaTOW MEAWLMHCKON TMIPOCKONUYECKONA.

Ha BaHKy HaK/IeMBaIOT STUKETKY CAMOK/IEALLYIOCH.

Opny 6aHky Mnu 1,2, 3,4,5,6,7, 8,9 mau 10 KOHTYPHbBIX
AYEMKOBLIX YNAaKOBOK BMECTE C MWHCTPYKUMEN no
NPUMEHEHWIO MNOMEWAT B KAPTOHHYK YNaKoBKy
(nauky).

Mo 14 TabneTok B KOHTYPHOM A4YeikosoM
YNaKoBKe W3 NABHKW NOAUBUHUIXA0PUAHOM
M donbrKM  anioMUHWEBOW  meyaTtHoM
N3aKWUpPOBaHHOM.

2 KOHTYpHble AY4EKOBbIE YNaKOBKMU BMECTe ¢
MHCTPYKLUMENR N0 NPUMEHEHMIO NOMELLEHb! B
KapPTOHHYO ynaKoBKy (mauky).

Odopmneno: Benosa H.C.

Crpanuua: 1 w32
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OZO N MecTo Haxomaenun: 000 «O30H», 445351, Camapckan obn., r. Murynesck, ya. Mecodxas, 34, 11
MecTa ocywecTsnenua auueH3npyemoi gearensioctu: 000 «O30H», 445351, Camapckas oba., T, 0. Kurynesck, r. Hurynesck, yn.
Fwapoctpoutenei, 4. 6; Ten. +79874599991, +79874599992, (84862) 290-00, dakc (84862) 341-09;

QAPMALEBTUKA

Nuuensna Munuctepcrea NpomsliunesHocTv u Toprosav PO Ne /1012-00102-77/00010730

MapruposKa

Ha KoHTypHo#i AuelikoBoi ynakoske (Baucrepe)
YKa3blBalOT TOProBOE HavMMEHOBaHWE /eKAPETBEHHOrO
npenapara (cosnapaer € MEMAYHaPOAHbIM
HENaTeHTOBaHHLIM HAaUMEHOBAHMEM), /IEKPCTBEHHYIO
dopmy,  [O3MPOBKY, HAWMEHOBaHWe  aepwaTens
PerucTpaLMoHHOro YAOCTOBEPEHWMS WM HaUMEHOBaHWe
NpOM3BOAMTENIA JIEKAPCTBEHHOrO npenapata, Homep
cepuu (BKAKOYAIOLLMIA MECAL, M TO4, NPOM3BOACTEA), AaTy
MCTEYEHMA CPOKa rOAHOCTM (MecaL, v rog).

Ha sTureTke BaHKK yKas3bIBaKOT TOProBOE HaMMeHOBaHM e
NeKapCTBeHHOrO npenaparta (coenagaer c
MEeMyHapOAHbBIM HEMAaTEHTOBAHHbIM HaWMEHOBAHMEM),
NneKapcTBeHHylo  GopMy,  [03UPOBKY, KO/NMYECTBO
Tabnetok 8 6aHKe, cnocob npumeHeHua: «[s npuema
BHYTPb», HAUMEHOBAHWE AEPIKATENA PerucTPaLUOHHOrO
YOOCTOBEPEHWA W HAaMMEHOBaHWE MpPOM3BOAMTEARA
/leKapCcTBEHHOTO Mpenaparta, JCroTvn npou3BOAMTENA
u/Mnm norotun 3akasuuka, Gapm-Koa, HOMep Ccepum
(BrntovaOWMA  Mecal, W rof NpPOM3BOACTBa), Aaty
UCTEYEHWUA CPOKa rOAHOCTH (rofeH 40: Mecal U roa).

Ha KapToHHOW ynakoske (nauke) ykasbisaioT TOProsoe
HaWMEHOBAHWE NeKapCTBEHHOMO npenapaTta (coBnagaer
(5 MEMAYHAPOSHBIM HeNaTeHTOBaHHbIM
HaumeHoBaHuem), HaumeHoBaHwe AepwaTens
PErMcTpauMoHHOTO YAOCTOBEPEHMA WM HaUMeHOBaHWe
npouW3soAMTENs NEKapCTBEHHOrO npenapaTa, appec
NpoOM3BOAMTENA NEKapCTBEHHOro npenapata (cTpaHa,
obnacte, rOPOA), 3NEKTPOHHLIM agpec w  caiT
NPOM3BOAMTENA, afpeC AEepMHaTens PerucTpaLyoHHoro
yaocTosepeHnsa  (cTpaHa), JfiekapcteeHHyw  dopmy,
[JO3MPOBKY, KOAMYEeCTBO Tabnetok 8  yhmaKoBke,
uHOOPMaLMIO O COCTaBe NEKapCTBEHHOrO mpenapara
(HaMmeHoBaHWe [OEACTBYIOWErO BelWecTsa W ero
KONMYECTBO, MepeYeHb BCMNOMOraTeNbHbIX BELLECTs),
HOMEp  Cepuu  (BKAKOMAKOWMIA  Mecay W rog
Npou3B0OACTBa), AaTy UCTEYEHMA CROKa FOAHOCTU (rofeH
00! Mecal, W TOA), YCAOBWMA XpaHeHus, cnocob
npumeHeHWa: «ONa npuema BHYTPb», YC/N0BWA OTMYCKa,
HOMEpP PerucTpauMoHHOIO YAOCTOBEPEHWUA, JOTOTUI
npou3BoAMTeNs M/WAM NOTOTUN 3akazuuxa, Gpapm-Kog,
WTPUXOBOK KO, ABYMEPHbIM WTPUXOBOW KOA C NOAHOM
MANM  YacTU4HOM pacwudpoBKOK nHdopmaLmK,
copepralleiica B ABYMEPHOM LUTPUXOBOM Koae uau 6es
Hero, «CMOTPWM MHCTPYKUMIO NO NPUMEHEHWIO (AWMCTOK-
BKAAABIW)», «He NpUMEHATb MO MWCTEYEHUM CPOKa
rOAHOCTMY, «XpaHWTb B HEeLOCTYNHOM A/i8  getei
mecTe».

LOnoNHATENBHO Ha KapTOHHOW  yrnakoske (mayke)

Ha  KoHTypHOW  A4elKoBOW  ynakoske
(6nucTepe) YKa3aHo: Toprosoe
HaMeHOBaHMe NeKapCTBEHHOro npenapaTa

(cosnapaer c MEXAyHapoaHbIM
HenaTeHTOBaHHbLIM HauMeHoBaHK1em),
NeKapcTBeHHan dopma, [O3UPOBKa,
HavMeHoBaHMe pepwatens
PErMCTPaLMOHHOIO  YOOCTOBEPEHMA U
HaumeHOBaHue npoussoauTens

/leKapCTBeHHOrO npenapaTta, HOMEep Cepum
(Brniovarowmin mecal, M roa nponssoacTsa),
AaTta MCTeYeHWA CPOKa FOAHOCTM (Mmecsu u
roa).

Ha KapTOHHOW ynakoBKe (nauke) ykasaHo:
TOProB0e HaWMEHOBAaHWE NeKapCTBEHHOro
npenapata (COBNajaeT ¢ MemIyHapoaHbLIM

HenaTeHTOBAHHbLIM HaWMeHOBaHWEM),
HaUMeHOoBaHWe Lepwarens
PerucTpaLuMoHHOr0  yAOCTOBEpeHWA M
HAaMMEHOBaHUe npoussoauTens
NleKapcTBeHHOro npenapara, appec

NPOM3BOAUTENA NEKapCTBEHHOTO Npenaparta
(ctpana, o6nacte, ropogd), 3NEKTPOHHbIN
afpec W CcaiT npoussogMTeNs, agpec
pepwarens PervcTpaLMoHHoro
yAOCTOBEpEHMA (CTpaHa), AexapcTeeHHan
dopma, 4031pOBKa, KOAMUECTEO TabneToK B

ynaxkoske,  WHbOpMauuMa O  cocTase
NeKapcTBeHHOTo npenapara
(HammeHoBaHKe AENCTBYIOWEro BelecTsa 1
ero KOJIMYECTso, nepeyexs

BCMOMOraTenbHbIX BELWECTB), HOMep Cepuu
(sknrouatowmin mecal, U rof NPOU3BOACTSa),
[aTa UCTeYeHMA CPOKa rofHoCTH (roaeH ao:
MeCAL, W ro4), YCAOBMA XpaHewua, cnocod
npumeneduna: «[lna npuvema  BHYTPbY,
YCNOBWA OTMYCKa, HOMEp PerucTpaLMoHHoro
YOOCTOBEPEHMUA, NOrOTUN NPOU3BOAMTENSA,
dapm-Kof, LITPUXOBOW KOA, [BYMEpHbIN
WTPMXOBON Koz, o 4acTUYHOM
pacwundpoBKon MHpopmaLmu,
cofepralencs 8 ABYMEPHOM LUTPUXOBOM
Koge, «CmoTpm WHCTPYKUMIO no
NPUMEHEeHWI0  (NWCTOK-BKNaApIW)»,  «He
NPUMEHATbL NO UCTEYEHWUKM CPOKa rogHoOCTMU»,
«XpaHWTb B HEAOCTYNHOM Ana  gOetei
mecren.

[ONONHWMTENBHO Ha KapTOHHOW YnakoBke

AyBnuvpyetca TOProBoe HaMMEHOBaHWE W A03MPoBKa C | (nayke) npoaybanposaHbl Toprosoe
MCnonb30BaHvem WpudTa bpakna. HaumeHOBaHWe " [L03MPOBKa c
MCnoab3osaHuem wWpudTa bpannsa.
CpoK rogHoCTH 3ropa logex go: 11/2028
XpaHeHue Mpu TemnepaTtype He Bbiwe 25 °C.
3aknoYeHUe: COOTBETCTBYeT/He cooTsercTeyeT Tpebosanuam J1M-Ne(002225)-(Pr-RU)-210423
“THEOBXOAMMOE NOSUEPKHYTS)
/ o
HavansHuk OKK: /KupunuHa N1.9.
Odopmnero: benosa H.C. Crpanmna: 2 13 2
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DAPMALFERTUKA

JIvnensua Ne JI012-00102-77/00010730
Ne GMP/EAEU/RU/01313-2024

Pazpemenue

Ha BBITYCK CEPHH JIEKApCTBEHHOTO IIpenapaTa B pealld3alyio

3D.447(04)

Ne 16029 ot 2 5. 12, 2005 r.

Hanmenosanve npenapara

MokcoHuIHH

MesxTyHapoJHOe HeMaTeHTORAHHO®, HIIH IPYIIIHPOBOYHOE,
HIIH XUMMYeCKOe HAaMMEHOBAHKE

MoxkcoHuIHH

JlexapcTeHHas Gopma

TabneTky, IIOKPHITHIE MIEHOYHOH 000/109K0H

Jo3upoBxa

0,4 mr

®opMa BEITyCKa

TabIeTKy, TIOKPHITEIE TeHOTHOH obonoukoi 0,4 mr
(koHTYpHas suelikopas yriakoska) 14 x 2 (mauka KapTOHHa:A)

Howmep cepuu

381225

Kommuectso

61 304 ynakoBok

JlaTa Havana rnpousBOACTEa

08.12.2025

Cpoxk rogroctu / Toner no

3 roma/ 11/2028

HopmaTtiBHas TOKyMEHTAIMHSA

JITI-Ne(002225)-(PT-RU)-210423

CepTuUKaT Ka4ecTBa CepHI

16029 ot 25.12.2025

HanmMenosanue npomssoauTens

000 «O30m»

Anpec npou3BoHTeNs (BCe CTaJUH NPOH3BOACTRE, BKIIFOYAT
BBIITYCKaIO I KOHTPONE KA9€CTBa)

Camapckas 001, .0. XKurynesck, r. 2Kurynesck,
yi. T'uapoctpouTeneH, 1. 6

PerucTpannoHHOE YIOCTOBEPEHHE

JITI-Ne(002225)-(PT-RU)

Jata rocynapcTBeHHOM perncTpaliy 21.04.2023
HanmenoBaHHe nepiKaTeld perucTpalMoHHOTo yaocTosepeHusa| OO0 «Atomm»
Paspemenne feliCTBATENEHO 10 11/2028

KomMmenTapuu

ITpuBeneHHas Bbie HH()OPMALWMS fBISETCS NOCTOBepHOH M Tounoi. Cepus IIeKapCTBEHHOTO Mperapara Mpou3BeneHa (Bimouas
YIaKoBKY (MapKHpOBKY) H KOHTPONE Ka4YecTsa) Ha MPOM3BONCTBEHHON TMIOMANKe B TOTHOM COOTBETCTBHM C TPEOOBAHMSIMU JIMLEH3HM,
[MpaBun HajyiexaleH NPOM3BOACTBEHHON MPAKTUKH, PErHCTPALMOHHOIO N0Che. 3allMCH 110 NIPOM3BOACTBY, YIAKOBKE M KOHTPOMIO KayeCTBa
TPOBEPEHEI, M YCTAHOBIEHO HX COOTBETCTBHE TpeboBanuam [Ipasui Hanekael IPOU3BOACTBEHHOH MPAKTHKH.

I[MPOAVKIIMA PA3SPEIIIEHA K PEAJTIU3ALIAU:

VIOIHOMOYEHHOE JIMIIO;

IE/,I[a

O Het

78T,

@i@%f/ / Unsuuepa Enena Bnagumuporna/ /5 17
TOJIITHCE GHO Jlara

B

Crpannna: 1 u3 1




PEAEFAABHAR CANVXEA T10 HAAJOPY

«CBefeHnsa, BHeCeHHble B aBTOMaTU3NPOBaHHYIO MHPOPMaLMNOHHYIO cucteMy Poc3sgpaBHag3opa nepen BBOLAOM B
rpaxgaHckum odopoT cepun, NapTUN NekapCTBEHHbIX cpencTs/ MHdopMaumna o BblaaHHbIX PoCc3apaBHaL30pOM pa3peLlleHnax
Ha BBOA B rpaxgaHCkun odopoT B Poccuinckonm depgepaunm cepum nam naptmm MMMyHOBMONOrM4eckoro NeKkapCcTBEHHOro

B COEPE 3APABOOXFPAHEHMA

rnpenapaTa, No coctoAHuo Ha 01.04.2026 10:38»

Opranu3anmys, ITncbMma 00
JlaTa BHeceHHSs B o Homep Howmep, nara
IIpouspoauTenb (BbINYCKAOMMH BBINYCTHBIIAs B H3BATHH
AHUC Toprosoe HaHMeHOBaHHe KOHTDOJIb) Crpana CaeJieHHs 0 CTaHSIX MPOH3BOACTBA HopmaTHBHast DOKyMeHTaLHs EO— cepHH, pa3spenieHHst JIC (Home
Poc3gpaBHanzopa P paa NapTHH Ha HJIII P
obopot nara)
. Hemy6miunoe axkipioHepHoe obmectBo "CesepHas 3e3fga” (HAO
ﬁgﬁzgxnggfz}ue "CesepHasi 3Be3pna), Poccus (IpousBoautens (rotosoit JID));
’, P . Heny6nruHoe akoHepHOe Heny6nmunoe akuuonepHoe obmectBo "CeBepHas 38e3na” (HAO N

IUIEHOYHOM 000J0uKol 0.2 HAO "Cesepnast
28.01.2026 M 30 IIT.. YIAKOBKH obmectBo "CeBepHas 3se3na” (HAO Poccust "CesepHas 3Be3a"), Poccus (Y makoBIMK/(hacOBIIUK (B MEPBUYHYIO JITT-Ne(003034)-(PT-RU)-210125 spesa” 381225

ﬂqeﬁKOBI;I;:yKOHT e (3) "CeBepHast 3Be3zia") ynaxoBky)); Hemy6immuHoe akiponepHoe obmectso "CeBepHast 4

N TOHHbIZf) ’ 3Besna’ (HAO "Cesepnast 3Be3ga”), Poccust (Y makoBImuk/pacoBiumk

P (BTOpUUHAS/ TPETUYHASI YIIAKOBKA))
OTKpBITOE aKIMOHEepHOe obuecTBo "HpouTckuii

MOKCOHH/IUH XUMHKO-(papmaneBTHyeckuii 3asog" (OAO "HpOurckuit

ABEKCHMA; TabneTku, OTKpBITOE aKIHOHEPHOE OOLIECTBO xoyxfljfr‘:zi?i3;{5;:2giéiggrszqglggﬁé;g;omn T®));

MOKPBITBIE TUIEHOYHOM "Hpburckuit § o " " o " o
26.01.2026 obosoukor 0.4 mr 20 wr., XUMHKO-(hapMalleBTHUECKHH 3aBOx" Poccus XUMHKO-papmalieTHyeCKui 3a801" (OAO "HpGutcxuii JIT-Ne(001497)-(PT-RU)-021222 | AO "MpOucxuii 381225

HAKOBKH SUCHKOBLE (OAO "Hpburcxii xumdapmsasop'"), Poccus (Y nakoBumk/¢acoBIyk (B NEPBUYHYIO XuMapm3aBoJ
l};OHT bie (5), mauxi xumcpapmsason”) YNaKkoBKY)); OTKpbITOE aKIHoHepHOe obuecTBo "HUpOuTCcKuii
‘a TZ 5 oo ~ ’ P A XUMHKO-(papmaneBTHyeckuii 3aso" (OAO "HpOurckuit
P xumdapmsason"), Poccus (Y nakopimk/pacopuk
(BTOpMYHAS/TPETUYHASI YITAKOBKA))

MOoKCOHUIUH; TabJIEeTKH, OO0uIecTBO ¢ OrpaHMYEHHOM 0TBeTCTBEeHHOCTHIO "O30H" (OO0

TOKPBITHIE TUIEHOYHOU OBIIECTEO ¢ OFPAHMUCHHOM "Oson"), Poccus (ITpousBogutess (rotosoit JI®)); ObmecTBo ¢

06osoukoii 0.4 mr 14 wmr., Ul P " " orpaHuueHHol oTBeTcTBeHHOCTHIO "O30H" (OO0 "O30H"), Poccust " "
25.12.2025 otBeTcTBeHHOCTHI0 "O30H" (OO0 Poccus JITT-Ne(002225)-(PT'-RU)-210423 00O "OzoH 381225

YNaKOBKHU STYEHKOBbIE
KOHTYpHBIE (2), Mauku
KapTOHHbIE/ ~

"O30H")

(YnakoBmUK/hacoBIUK (B IIEPBUYHYIO YIIaKOBKY)); ObmecTBo ¢
orpannueHHol oTBeTcTBeHHOCTHIO "O30H" (OO0 "O30H"), Poccust
(YnakoBmuk/acoBmyk (BTOpUYHAS/ TPETUUHAS YITAKOBKA))




