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CAPMALEBTUKA

3¢.813(02)

Mecto Haxomaenna: 000 «O30H», 445351, Camapckan 06, 1. Hurynesck, yn. Necovnas, 3a. 11
Mecra ocywecTBARHUA AMLEH3MPYeMOoN AeatencHocth: 000 «O30H», 445351, Cama
MapoctpouTeneit, 4. 6; Ten. +79874599991, +79874598992, (

pckan 0B, r. 0. HMurynesck, r. AMurynesck, ya.
84862) 290-00, daxc (84862) 341-09;

Nuuenaus Munucrepcrsa MpombiwnenHocru u Toproenu PO Ne N1012-00102-77/00010730

CepTudmrar Kavectsa cepum Ne 2210 o1 20.02.2026

TpombocTeH, TabieTKu KULIEYHOPACTBOPUMbIE, NOKpPbITbIE MAeHOYHOoM 0bonoukoi 100mr

Homep cepuu
Lata Havana npomssoacTsa
Konwuuecrso

AHa/113 BbINO/IHEH MO HOPMATUBHOMY JOKYMEHTY

TOProgoe HaMMeHOBAHMWE NEKPCTBEHHATO NPENaPaTa, 1eKaPCTBEHHAA GOPMa, AO3MPOBKa

PerucTpaymorHoe yaoctosepeHue J1M-Ne(005728)-(Pr-RU)

040126
27.01.2026

43 282 ynakoBokK

JIN-Ne(005728)-(PT-RU)-110624

HaumeHoBaHuWe nokasatens

MeToa KoHTpoAs
HopmaTuBHoOe 3HaueHue

PesyneTaT KOHTpOAA

Obuwee uMcno aspobHbLIX
MUKpoopraH1smos B 1 r;
Obulee YUCO ApOHIKEBLIX
W naecHesblx rpubos s 1r;
Escherichiacolis 1r.

He 6onee 1 - 103 KOE / r/mn;

He Bonee 1+ 102 KOE / r/mn;

Onucanue Bu3yanbHbIi
Kpyrible  fgBoAkoBbinykAble — TaBsietku,  noKpuiTele | Kpyribie ABOAKOBBLINYKAbIE  TabieTku,
nneHo4Hoi 060no4Kkoi Genoro uBeTa. Ha NonepeuHoM | MOKpsiThie MAeHOYHOH 060a0uKolH Benoro
paspese agpo 6enoro uam noytr Gesoro ugera. useta. Ha nonepeyHom paspese s4pO
6enoro ugera.
NopanHHOCTL BIXX
Bpema yaepHuBaHia OCHOBHOIO NWKa Ha XpomaTorpamme
MCMBLITYEMOFO  pacTsopa  QOMKHO  COOTBETCTEOBaTh | CooTeetcreyer
BPEMEHM  YAEpPKMBAHURA OCHOBHOrQ MWKz Ha
XpomaTorpamme — pacTBopa  CTaHgapTHoro  obpasua
aUEeTUACANMUMNOBOM KUCAOTLI (pasgen «KonuuecTeeHHoe
onpegeneHues).
PactBopeHue [® Pd, Yd-cnekTpodoTomeTpus
KucnotHas ctagusa - He 6onee 10 % CoHgO, 2%
(auetmncanuumnosoi kucnoTsl) Yepes 120 MUH.
BydepHan cragus — He meHee 75 % (Q) CoHs04 94 %
(aueTuncanuumnoBoOl KMCAOTI) Yepes 90 MUH.
Cannuunosas KUCAOTa B3HX
Canvunnosas kMcnoTa — He Gonee 3,0 %. 0,09 %
OpHOpoOAHOCTL [P PP, cnocob 2
[,03UPOBaHMA AV < 15%. 3,1%
KonuyecrteeHHoe B3HX
onpepeneHue Ot 950 pgo 1050 mr CoHeOs (aueTmncanuumnosoit 99,2 mr
KWUCNOTbI) B TabneTke
Mukpobuonoruyeckas [® PP, KaTteropusa 3A
YUCTOTE

menxee 1 - 101KOE

meree 1+ 101 KOE

Mo 10, 20, 30, 50, 60 wau 100 Tabnetox BO dNaKkoHbI
CTeKNAHHbIE M3 KOPUYHEBOTO CTEKNE, YKYNOPEHHbIE
KPbIWKOMA BMHTOBOW NONMMEPHOR C KOHTPOMEM MEpPBOro
BCKPLITMA MW HAaBUHYMBAIOWENCA NOAUMEDPHOM KpbIWKON
€ BMOHTUPOBAHHOW CbeMHOM Kancysol cuamKarens u ¢
KO/bLLOM KOHTPO/IA MEPBOTO BCKPbITHA.

Mo 10, 20, 30, 50, 60 wau 100 TabneTok B BaHKW w3
nonmsTuAeHTepedTanaTa WA NOAMNPONMAEHOBLIE A7
NIEKAPCTBEHHLIX CPeACTB, YKYMOPEeHHbIe KpPbilWKaMKU W3
NONM3TUNEHE BLICOKOTO AABNEHWA C KOHTPOMeM Mepsoro
BCKPbLITUA nnn KpblWKamu NoAMNPONUAEHOBLIMK c
CUCTEMOM  «HEMETL-MOBEPHYTHY MAM  KPLIWKAMK M3
NONUITUAEHE HW3KOTO A3BNEHWA C KOHTPOJIEM Mepsoro
BCKPbITHSA.

CBoboaHoe npocTpaHeTBo B BaHKe 3aM0AHAIOT BaTol
MeAMUMHCKOWM rMrpOCKOnNMYecKon.

Ha GaHKy wWAM  QnakoH  HaknewsaioT ITUKETRY

otcyTcTeMe 8 1 r/ma. OTCYTCTBYET

YnakosKa Mo 5, 10, 25 unm 30 TaBnetoK B8 KOHTYPHYIO AuelxoByio | Mo 30 TabneTok s KOHTYPHOM AYEMKOBOW
YNAKOBKY M3 M/IEHKM MONMBUHWAXNOPUAHOW M HOALMM | ynakoske u3 NASHKM
3MIOMWHUEBON Ne4aTHOM NaKMPOBAHHOM, MONUBUHUAXAOPHUAHON u doneru

aNOMUHMEBON NEYaTHOM NaKMPOBaHHOM.

1 KOHTYpHas A4EMKOBaA YNaKoBKa BMECTe ¢
MHCTPYKUWEH NO NPUMEHEHUIO NOMELLEHa
B KaPTOHHYI0 YNaKoBRy (nauky).

Odopmnero: llanosanoea H.A.

Crpanuua: 1 u3 2
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TAPMALIEBTHKA

3$.813(02)

Mecto HaxomaeHua: 000 «O30H», 445351, Camapcekan o6, r. Murynesck, yn. Mecouwas, 34, 11
Mecra ocyujectsnerua anuenaupyemoi aeatensHoctu: 000 «O30m», 445351, Camapckad 06h., 1. 0. Muryaesck, r. Murynesck, ya.

TmapocTpouteneid, A, 6; Ten. +79874599991, +79874599992, (84862) 290-00, daxc (84862) 341-09;
Nuuexsua Musuctepcrsa MpomeiunesHoct M Toproeau PO Ne 1012-00102-77/00010730

CamoKaenALLytocs.

Opny Badry (dnakoH) wnm 1, 2, 3, 4, 5, 6 uav 10
KOHTYPHBIX A4EMKOBbLIX YNaKOBOK BMECTE C WMHCTPYKUMel
no MNPUMEHEHMIO MOMELAKT B KapPTOHHYIO YMaKoBKy
(naury).

[onyckaetca KomnaexkTaums no 2 wMaM 3 KapTOHHble
YNaKoBKM (Nayku) B rpynnoByio YNaKoBKY (TPaHCNOPTHYIO
Tapy).

Maprunposka

Ha  KOHTYpHOW  AYeliKosoW  ynakoske  (Bnucrepe)
YKa3biBaloT TOPrOBOE HaVMEHOBaHWE JIEK3PCTBEHHOIO
npenapara u rpynnMpoBoyHoe HaumeHoBaHKe
NIEKAPCTBEHHOrO Mpenaparta, J/IeKapcTBEHHVIO  dopmy,
[O03MPOBKY, HavMeHoBaHue fepraTens
PErncTPaLMoHHOMO YAOCTOBEPEHWA W  HaMMeHOBaHWe
NPOM3BOAWTENA NEKapCTBEHHOrO npenapata, Homep

cepuun (BKAIOMAIOWWMIA MECALL U rof Npou3BOACTBA), AaTY
MCTEYEHWMA CPOKA roAHOCTH (Mecaw 1 rog).

Ha atuxeTke BaHku (pnakoHa) yKasbiBalwoT TOprosoe
HaumeHoBaHKe NIeKapCTBEHHOMO npenapara M
rpynNn1poBoYHoe HaumeHoBsaHue NIEKEPCTBEHHOTO
npenapata,  JEKapCTBEHHYK  dopmy,  AO3MPOBKY,
konuuecteo Tabnetok B 6GaHke (daaxode), cnocob
npUMeHeHua: «[ns npuema BHYTPLY, HaMMEHOBaHue
OEpaTeNs  PerucTpauMOHHOrQ  YAOCTOBEPEHMA U
HaumeHoBaHue npou3BoanTens NEKapPCTBEHHOTO
npenapata, NOroTMN npowssoguTtens, Qapm-Kog, Homep
cepum (BKAOYAKOWMIA Mecal U rof, npov3BOACTBa), AaTy
MCTEYEHMA CPOKa rOAHOCTH (FOAEH 40: MECAL, U roa).

Ha xapToHHOW ynakoBke (mayke) yKassiBalT TOProgoe

HavMeHoBaHUe NeKapCTBEHHOIo npenapara "
rpynnyupoBoYHoe HaumeHoBaHue NEKaPCTBEHHOTO
npenaparta, HaumeHOBaHKe Aepwarens
PerucTpauMoHHOrO YAOCTOBEPEHMA WM HaUMEHOBaHue
npou3BoAMTeNA  NeKapcTBeHHOro  npenaparta, agpec
Npou3BOAWTENs feKapCTBeHHOTO npenmaparta (cTpada,
obnacts, ropoa), SNEKTPOHHLIM  agpec W calT
npov3soAMTens, afpec AepHaTens pPerMcTpaLmMoHHOro
yoocTtoBepeHus  (cTpaHa), nekapcrsedHyil  dopmy,
[O3MPOBKRY,  KOAuuecTso  TabneTok 8  ynakoske,
uHQOpMaLMio O cOCTase JIEKapCTBEHHOro npenapaTta
(HaMmeHOBaHME  OEWCTBYIOWEro  BelwecTBa W ero
KOAMYECTBO, MepevyeHb BCMOMOTaTe/bHbIX  BELLECTB),

HOMEp Cepvu (BK/OHAIOWMM MECALL M rof, NPOM3BOACTEa),
OaTy UCTeYEHUA CPOKa rogHOCTH (rofeH 40: Mecal v rog),
YCNOBWA XpaHeHus, cnocob npumenenva: «[na npuema
BHYTPb», YCNOBWS OTMYCKa, HOMEP PerucTpaLuoHHOro
YAOCTOBEPEHMWA, NOrOTMN npoussoauTens, apm-Koa,
WTPMXOBOM KOA, OBYMEPHbLIA LITPUXOBOW KOA C MOAHOM
uam YacTUYHOM pacluMbpoBKOW uHGopmaLmu,
COLEPMHALIMIACA B ABYMEPHOM LITPUXOBOM Koge mav bes
Hero «CMOTPM MHCTPYKLMIO NO NPUMEHEHMIO (NWMCTOK-
BKNagbIW)», «He MpPUMEHATL MO MCTEYEHWM CPOKa
roAHOCTMY, «XPaHUTL B HEAOCTYMHOM AN AeTel mMecTen,
«AHTMarperaHTHOE CPeacTBo».

Ha KOHTYpHOM sA4eiiKOBOM  ynakoBske
(6.aucTepe) yKasaHo: Toprosoe
HaumeHoBaHue NeKapcTBeHHOMo
npenapara ] rpynnuMpoBoYHoe
HauMeHOBaHue NieKapcTBeHHOro
npenapara, NeKapcTBaHHanA dopma,
[034UPOBKA, HAMMEHOBAHWE [AepKaTtens
PErvcTPauMoOHHOIO  YOOCTOBEPEHWA U
HauMeHOoBaHue Npov3BoAMTENA

NIeKapCTBEHHOrO Npenapara, HOMep cepuu
(BKnrOYatOLLMI mecay, " rog,
fpou3BOACTSa), [faTa WCTedeHMA Cpoka
rofHoCTM (Mmecaw v roa).

Ha KapTOHHOW ynakoBKe (nauxke) yxasaHo:
TOProBoe HalMeHOBaHWe NIEKapCTBEHHOIO
npenapara u TPYNNMPOBOYHOR
HauMEHOBaHMe NeKapCTBEeHHOro
npenapata, HaWMEHOBaHWE [AepiKaTens
PerucTpaLMoHHOrO  yaOCTOBEPEHMS M
HaumeHosaHue npov3BoAMTENA
NEKapCTBEHKOMD npenapara, agpec
npovssoguTena NeKapcTBeHHOTO
npenapata (ctpana, obnacts, ropog),
3/IEKTPOHHbIN agpec " canT
npovssoguTens, agpec JepwaTens
perucTpaLMoHHOro VOOCTOBEREHUA
(cTpana), NleKapcTBeHHan dopma,
O03MPOBKa, KO/AWYecTBo TabneTok B
ynakoBxke, wuHQOpMauMa O  coOcCTase
NeKapCTBEHHOTO npenapaTta
(HaumeHOBaHMe OelCTBYIOWErO BeLecTBa
" ero KONUYECTBO, nepeyveHb
BCMIOMOraTenbHbIX BELWECTB), HOMEpP cepuu
(BKAKOYGOWMIA mecsay, u rog,
NpoM3BOACTBA), AaTa MWCTEYEHMA CpoKa
rogHocTd (rogeH go: mecalw v rog),
YCNOBUA XPaHEHWUA, Cnocob npumeHeHua:
«[ins npvema BHYTPbY, YCNOBUA OTMYCKa,
HOMEp PeruMcTpPaLMoHHOr YAOCTOBEPEHMS,
norotun  npovssoguTens,  dapm-koa,
WTPUXOBOK KOA, OBYMEPHLIM LUTPUXOBOM
KOO €  4acTM4HOM  pacilumdposroit
HdopMaLmm, copepaluiica B
ABYMEPHOM LWTpUXOBOM Kofe, «CmoTpu
MHCTPYKUMIO - MO - NPUMEHEHMIO  (IMCTOK-
BKna,u,b!m_)», «He npwméuﬂflj;: Mo MCTEYEHUM
cpaka TOOHOCTUY, «XpaHuTb B
HeOOCTYMHOM  AnA . AeTell  mecTe»,
«AHTUErpEraHTHOE CPeACTEON,

CpoK rogHocTH 3roga lopeH no: 12/2028
XpaHeHue Mpn TemnepaType He Bhiwe 25°C.
3ak/loyeHue: COOTBeTCTBYeT/ He cooTeeTcTeyeT TpebosaHuam JM-Ne(005728)-(Pr-RU)-110624

Odopmneno: Illanopanopa H.A.

(Heobxoanmoe NoaHepKHYTS)

HayansHuk OKK:

//Kv:pvaHa N.o.

Crpanuua: 2 u3 2




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

Paszpemenue

Ha BBHIIIYCK CEPUH JIEKAPCTBEHHOTO IIpenapaTa B peau3allkio

30.447(04)

Ne 2210 ot

Hanmenopanue npenapara

TpombocTeH

MesxnyHapoaHoe HemaTeHTOBAHHOE, WK TPYTIHPOBOYHOE,
WJIM XHMHYECKOe HauMEHOBaHHE

AlUeTHNCATHILIMIOBAS KMCIIOTa

Jlekapcteennas hopma

TabneTky KHIIEYHOPACTBOPHMEIE, TIOKPLITHIE MJIEHOYHOI
oBoouKoH

Hoznposka

100 mr

@Dopma BhiTycKa

TabneTkd KHULIEYHOPACTBOPHMEIE, TOKPBITHIE MIEHOYHOM
obomoukoif, 100 Mr (koHTypHas sueiikosas ynakoeka) 30 x 1
(mauKa KapToHHAN)

Howmep cepuun 040126
Komuuectro 43 282 ynakoBok
[lata Hagana npou3BoaCTRA 27.01.2026

Cpox rognoct / ['ozen mo

3 roma/ 12/2028

Hopmarueras moxymesTauus

JITI-Ne(005728)-(PT-RU)-110624

CepTudukar Ka4yecTBa cepuu

2210 01 20.02.2026

HaumeHoBaune npou3BOaUTENS

000 «Oz0n»

Anpec pou3BOUTENs (BCE CTAOHM [IPOM3BOACTRA, BKITFOTAs
BBIMTYCKAIOMIMH KOHTPOJb Ka4ecTra)

Camapcxkas 064., r.o. Kuryneeck, r. JKurynesck,
yn. I'uapoctpoutenei, . 6.

Perucrpaumonnoe ynoctosepenne

JITI-Ne(005728)-(PT-RU)

Mata rocy 1apcTBEHHOH pErHCTpalHy

11.06.2024 r.

Haumenorane AepxaTensa PerucTpallHOHHOIo YHAOCTOBEPEHHA

000 «ATonny

Pazpeluenne nelicTBHTENBHO 10

12/2028

KomMmenTapuun

IpuBenesnas Bonme WHQOPMaUMs SBASETCS NOCTOBEPHOH ¥ TOWHOM, CepHs JIeKapCTBEHHOTO npenapara Npou3BeiacHa (BIUTIOUAS YMAKOBKY

(MapKUpOBKY) ¥ KOHTPONs KAYECTBA) HA NPOM3BONCTBEHHOM IUIOLALKE B TIOMHOM COOTBETCTBHH C TpeDOBaHMAMH JHLEH3KH, [Ipasun

HaJIeIKALCH NPOU3BOJICTBEHHOM PAKTHKH, PETMCTPALMOHHOTO 0Cke. 3alUCH 110 [IPOM3BOACTBY, YNAKOBKE H KOHTDOIO KAYECTBA [IPOBEPEHS, H

YCTaHOBIEHO UX cooTBeTCTBHE TpeGoBanusM [Tpasun Hanmexkalieil IpoM3BOACTREHHON NPAKTHKH.

[TPOAYKIMA PA3PEIIEHA K PEAJIM3ALIMU:

YIIOJIHOMOYEHHOE JTHIIO:

{

,f'

E(Jla

O Her

/ / Hedenosa Anacracus Banepresua/ r.

noAnHes [o)510]

Hara

Crpanmua | 13 |




PEAEFAABHAR CANVXEA T10 HAAJOPY

B COEPE 3APABOOXFPAHEHMA

«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

rnpenapaTa, No coctoAHUo Ha 01.04.2026 10:45»

Opranu3anms, IIncbMma 00
JlaTa BHeceHHSs B IIponsBoguTenb Homep Howmep, nara
. BBINYCTHBIIAS B n3bsitan JIC
AHUC Toprosoe HaHMeHOBaHHe (BBINYCKAIOMUHA Crpana CBeJieHHsI 0 CTAIHSIX NPOH3BOACTBA HopmaTHBHast DOKyMeHTaLHs T paKIaHCKHH cepHH, pa3pelueHHst Ha (Homep
Poc3npaBnans3opa KOHTPOJIb NapTHH HJIIIT ’
ol A30p potk) odopot P nara)
OOmecTBO ¢ OrpaHMYeHHON OTBETCTBEHHOCTHIO "O30H" (OO0
TpombocTeH; TabaeTKH N . N
OO6miecTBO ¢ O3z0n"), Poccus (ITpoussogutess (rotosoit JI®)); ObuiecTBo ¢
KHIETHOPACTEOPUMBIC, MOKPEITEIC OrpaHUYEHHOM OrpaHUuUeHHOM 0TBeTCTBEHHOCTHIO "O30H" (OO0 "O30H"), Poccust
20.02.2026 ieHoyHoM obosoukoit 100 mr 30 wr., P Poccus P ’ JITT-Ne(005728)-(PT-RU)-110624 000 "O30H" 040126 -
OTBETCTBEHHOCTBIO (YnakoBmuK/(hacoBmMK (B MEPBUUHYIO YIAKOBKY)); OOmecTBO ¢

YIaKOBKH sfUeHKOBbIE KOHTYpHBIE (1),
MayKy KapTOHHbIE/ ~

"Ozon" (000 "Oson")

OrpaHUuUeHHOM 0TBeTCTBEHHOCTHIO "O30H" (OO0 "O30H"), Poccust
(VmaxoBmUK/acoBIMUK (BTOPUUHAS/ TPETUYHAS YIIAKOBKA))




