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o OZON Paspeiuenne

FHALEBTMKA Ha BBIITYCK CepHH JICKApCTBEHHOT'O nmpernapara B peanu3zanuro
30.447(04)
No 2410 ot 13 cenrabps 2024 r.
Hawnmenosanue npenapara Jluznnonpun
MeikiyHaponHoe HenaTeHTOBaHHOE, WK IrpynnuposoyHoe, | Jinsuxonpun
HIIH XHMHYECKOe HAMMEHOBAHUE
Jlekapctaennan dopma TablieTKu
Hosuposka 20 mr
@opy a BeITyCKA ' Tabnetku , 20 Mr (KOHTYpHas -#ueiikoBas ynakoska) 30 x 1 (nauk
KapToHHax)
Homep cepru 020824
Komigectso - 57840 ynakosox
Hara navana npoussonctsa 23.08.2024
Cpox rogsocts / Tonen 10 3 roga/ 07/2027
HopmaTuBhas nokymenraims JIT1-Ne(004179)-(PT-RU)-271223
Cepriduxar kawecrsa cepun 2410 ot 13.09.2024
Haumenosanue nponssoaurens 000 «O30u Dapmy
Anpec npoussonuTens (Bce CTaguu MpOH3BOACTBA, BKmouas | Camapckas o6i., r. 0. TomssaTTy, Tep. 033 IIT, maructpam
BBIITY CKAIOILMI KOHTPOJIb KayecTsa) 3-n3n. 11, ctp.]
Peructpaumonnoe ynroctosepenue JIT-Ne(004179)-(Pr-RU)
Jlata rocynapcTeenHoi perucTpaiy 27.12.2023
Hanmenopanue nepxarens PerucTpaurottoro yaoctosepens 000 «OQzomn
Paspemenue neiicteuTensro 10 07/2027
Kommenrrapuu —

Ilpuseneutas Beiwe nudopmauns ssasercs AOCTOBCPHOH W TO4HO. Cephs NeKaPCTBCHHOTO Npenapara npoM3BeaeHa (BRILOUAS YNAKOBKY
(MapkipoBKY) M KOHTPCith KAYeCTR3, HA MPOM3ROACTBCHHON f70Maake B MONHOM COOTBCTCTEHK C TPeGORAHMAMM IHLCHIMH, Ipasun
HAANOKAWICH NPOMIBONCTBCHHON NPAKTUKH, DErHCTPALMOHHOIO AOCHE. 3amHCH Mo NPOH3BOACTBY, YNAKOBKC M KOHTPOMIO KayecTsa
TPOBEPCHEL, H YCTUHOBNCHO HX COOTBETCTRHE TpeGoBarmaM TIpaBHn Ralexaleli 1IPOH3BOACTBEHHON NPAKTHKH.
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Mecro Haxomaenua 000 «O3oH Dapm»: 445043, Cama
MecTa ocywecrsnenna nuuersupyemoii AeaTenvHocTH O
34. 11, crp.1. Tea.cor.: +79874559993, +798774599994

pcKan o6, r. 0. TonbATTH, Tep. 033 NNT, maructpans 3-a, 34. 11, crp.1.
00 «O30H Qapmn: Camapckan 06, r. 0. TonesaTra, Tep, 033 NNT, MarucTpans 3-a

Juuensma Munucrepcrea NpomblwnexHocTH 1 Toprosau P® Ne 00176-NC

Ceptudurar kayecrsa cepuu Ne 2410 ot 13.09.2024

NluauHonpun, tabnerkm 20 mr

Homep cepun

Aara Havyana npoussoacTea

Konuyecrtso

AHanU3 BbINONHEH N0 HOPMAaTUBHOMY [OKYMEHTY

o P Npenapara,

020824

23.08.2024

dopma,

PeructpaunorHoe yAocToseperue /1MN-Ne(004179)-(Pr-RU)

57840 ynakosok

/IN-N2(004179)-(Pr-RU)-271223

HaumeHoBanue nokasatens

Meron kouTpOna

HopmaTtueHoe aHaueHue

PesyabTat KoHTpOAs

Cymma npumeceis — He Gonee 2,0 %.

Onucanue BuayaneHbii
Kpyrasie naockouunuHapudeckue TabneTku 6enoro | Kpyrabie NAOCKOUMNMHADUYECKHE TaBaeTku
AW NoYTH Genoro usera, ¢ Gackoil u ¢ puckoii, Benoro useta, c dackoi u PHCKOM.
MognuHHoCT BIHX
BpemA  yaepwuBaHMA  OCHOBHOTO  nuka  wWa
XPOM3TOrpaMme  UCMLITYEMOTO  PacTeopa  AOMMHO Coorsercreyer
COOTBETCTBOBATL BPEMEHM YACDMMBAHMA OCHOBHOMO
NWKa Ha xpomatorpamme pacTsopa CO nusuHORpMAa
Avrugparta (pazpen «KonuyectseHHoe
onpageneHuen).
PacrsopeHue [P PD. BIKX
He menree 75 % (Q) Cz1H3:1NsOs (nv3nHonpuna) yepes 98 %
30 muH. -
PoacreexHble npumecy B3aXX
JinsuHonpuna AMKETONKMNEpasuHa — He Bonee 1,5 %. He obHapyweHo
NioBok egunnyHoi npumecy — He Gonee 0,5 %. He o6HapymeHo

He o6HapymeHo

Obuiee yncno aspobubix
MHKpoOopraHmames s 1r;
06wee Yyncno aporokessix 1
nnecHessix rpubos s 1r;
Escherichiacolis 1.

e Gonee 1-10% KOE / r/mn;

He Gosee 1-102 KOE / r/mn;
oTcyTCTBMe B 1 r/MA.

OpHOpoAHOCTE AO3MPOBaHUA | [P PD Cnocob 1.BIXX
AV<15,0% 15%
Konuyecreennoe BIMX
onpeaenerve Or 18,0mr go 22,0 mr CyHsN3Os (nu3uHonpuna) s © 18,9 mr
Tabnertxe.
Mukpobuonoruyeckas [® P&, Kateropua 3 A.
uucrora

MeHee 1-10 KOE

Meuee 1:10* KOE
oTCyTCTBYET

YKa3biBAIOT TOProBOe HAMMEHOBAHWE NIEKaPCTBEHHOTO
npenapara (coBnapgaer ¢ MEMAYHaPOAHbIM
HENATEHTOBaHHBLIM HAMMEHOBAHNEM), NeKapCTBEHHYIO

¥Ynakoska Mo 10, 20 uau 30 Tabnetok B KOHTYpHYIO Avelikosyio | Mo 30 rtabnerok & KOHTYPHOW A4eiKoBO#
YNaKOBKY W3 NAGHKW NOAMBMHUAXAOPMAHOH, Aubo YN3KOBKE U3 NIEHKKM NOAMBUHUAXACPHOHON U
NAEHKK donbru 2NOMUHMEBOH nevarHon
NONMBUHKAXN0PHAHOR/NOAMBUHUANAEHXAOPUAHON 1 NaKUpOBaHHOM.
$onbrM aNOMUHKEBOH NevaTHo NEKUpOBaHHOM, 1 KOHTYpHas A4ENKOBaA YNaKoBKa BmecTe C
Mmm no 10, 20 wau 30 tabnetok s KOHTYPHYIO | WHCTpyKUMed no MEeAULMHCKOMY
AYEHKOBYIO YNaKoBRy u3 MaTepuana | NpuMEHEHUIO (AMCTOK-BKABABIW) NoMeweHa B
KOMBWHUPOBAHHOTO Ha OCHOBE GOMbIU (Tpexcnolibiii | KapToHHyio ynakosky (nauky).
MaTepHan, BKAIOYAIOWMA  anomuHuesyio  doNbY,
NAEHKY M3 OPUEHTMPOBAHHOTO  noAMamuaa,
NOMMBUHUAXNOPUAHYIO NAEHKY), 7 donbri
ANOMUHUEBOR NeYaTHON NaKMPOBaHHOM,
1, 2,3, 4,5 6 8 uam 10 KOHTYPHbIX AYEHKOBbIX
YNAKOBOK BMECTE C MHCTPYKUMER NO meguuMHCKOmy
NPUMEHEHMIO  (AMCTOK-BRNAABIL)  NOMEeWaioT 8
HAPTOHHYHIO YNaKoBKY (Nadny).

Mapkuposka Ha KOWTypHOi mAueiikoBoil  ynakoske (6nuctepe) | Ha KOHTYPHOW AYEHKOBOM yNaxKoBKe

(6nucTepe) yrazaHo: TOProBoe HauMeHoBaHue
/lekapcTeeHHoro  npenapara  (coenagaer ¢
MeMyHapoaHbIM HENATEeHTOBaHHbIM

Odopmneno: Benora H.C.

Crpamiua: | u32
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Mecro Haxomaenna 000 «Ozon Papmn: 445043, Camapckan 06, r. 0. TonbATTH, Tep. 033 NT, marucrpans 3-8, 34, 11, cTp.1.

Q OZON MecTa ocywecTBAEHHA NHUEH3WPYEeMOit AeaTenbHocTH 000 «O30H ®Papma: Camapckan o6, r. 0. TaasaTTh, Tep. 033 NNT, markcrpans 3-a
PAPMALEETVMA 3011, ctp.1. Ten.cot.: 479874599993, 4798774599994

Nuuenana Munuctepcrsa MpomelwneHHOCTH U Toprosam P@ Ne 00176-NC

dopmy, MAO3MPOBKY, = HaWMEHOBaHWe AepMaTtenn
perucTpaymMoHHON0 yaocToBepeHMA M HaMmeHoBaHue
NPOW3BOAUTENR /NEKAPCTBEHHOrO NpenapaTa, HoMep
cepvu (BRAIOHAOWMA MeCAl, M rOf4 NpoM3BOACTBa),
AaTy UCTeYeHUA CPOKa rofHOCTH (MecaL, u rog).

Ha KapTOHHOM ynaxoske (nadke) yKassisaioT Toprosoe

HaWMEHOBaHKe eKapcTBeHHOro npenapara
(coBnagaer c© MeXAYHapoAHbIM HENaTeHTOBAHHbIM
HaMMEHOBAHWEM), HauMeHoBaHHe AepHaTenn
PErucTPauMOHHOrO YOOCTOBEPEHMA (cOBnagaer ¢
HaUMEHOBaHMEM npousBoAnTENA), appec
NPOU3BOAUTENA NeKapCTBEHHOTO npenaparta
(coBnapaeT ¢ afpecom AepPKaTeNA PerucTpaLMoHHOM
yaoctosepenua) (cTpawa, obnacts, ropoa) (anA

naowaaku 000 «O30H»), HaUMEHOBaHKWE OepHaTena
PerucTPaLMoOHHOrD YAOCTOBRPEHMA M HaMMEHOBaHWe
NPOWM3BOAUTENA /NIEKapCTBEHHOrO npenaparta, appec
NPOU3BOAUTENA NEKAPCTBEHHOrO npenaparta (cTpana,
obnacte, ropoACKOW OKpyr), aapec aepmarens
PerucTpauMoHHOro  ypocTosepeHua (ctpada) (ans
nnowagku 000 «O30H Papm»), 3NEKTPOHHBIA appec
W CaUT NPOM3BOAWTENA, NEKAPCTBEHHYI dopmy,
A03MpOBKY, KOnuuecTso Tabnetok YNaKoBKe,
MHPOPMALMIO O COCTABE NEKAPCTBEHHOMO Npenapara
(HaumeHoBaHME AelCTBYIOWErO BewecTsa W ero
KONMYECTBO, NEepeYeHb BCMOMOraTeNbHbiX BELWEecTs),
HOMEP cepuM  (BKNIOYAIOWMH  Mecay, W rog
NPOU3BOACTBA), [aTy WCTEYEHWA CPOKa [OAHOCTM
(ropeH po: Mecal W rog), YCNOBMA XpaHeHWs, cnocob
NpUMeHeHnA: «[nA npuema BHYTPbY, YCNOBUA
OTNYCK2a, HOMEP PErucTPaUMOHHOTO YAOCTOBEPEHUS,
NOroTMn NpoussoauTens, Gapm-Koa, WTPUXOBOK Ko,
ABYMEPHbIA WTPUXOBOH KOA € NOAHOM MAK YaCTUHHOM
pacwubpoBKoi  MHPOPMAUWM, COAepMwalleiicA B
ABYMEPHOM WTPKXOBOM Koae unu Ges Hero, «CMoTpu
MHCTPYKUMIO  NO  MEAUUMHCKOMY  NpUMEHEHWIO
(nucTok-BKNaAbIW)», «He NPUMEHATb NO MCTEYEeHWH
CPOKa roAHOCTM®, «XPaHWTL B HEQOCTYNHOM ANA
DeTei mectes,

AOnonHUTENLHO Ha KapTOHHOW ynakoeke (nauke)
AyBAMpyeTCA TOProBoe HaMMEHOBAHME M [O3WNPOBKA C
MCNonb3oBaHuem Wpwudra bpains.

HaMMEHOBaHMeM), nexapcTeeHHan Gopma,
/A03WPOBKA, HaMMEHOBaHME  Aepwartens
PEerncTpaLMoHHOro YAOCTOBEpeHUA "
HauMeHoBaHWe npoW3soAuTeNs
NEKapCTBEHHOrO NpenapaTta, HOMEP Cepuwn
(BrAKOYatOWKME mecAU u rop NPoM3BOACTBA),
[aTa WCTEYEHWA CPOKa [OAHOCTM (Mecay M
rog).

Ha KapToHHOW ynakoBke (nauxe) ykasawo:
TOProBO€ HauMEeHOBaHWE /IeKaPCTBEHHOMO
npenapata (COBNajaeT € MEMAyHapOAHbIM

HeNaTEHTOBAHHbIM HauMeHoBaHMeM),
HaMMeHoBaHuWe Aepmarens
PervcTpayMoHHOro YAOCTOBEPEHMA 7}
HaumeHoBaHue ﬂpDHBBO,B,HTEIIR
NEKAPCTBEHHOIO npenaparta, appec

NPOU3BOAUTENA NEKAPCTBEHHOrO npenapaTta
(cTpana, o6nacTb, ropoackoit okpyr), agpec
AepwaTens PerncTpaLUuoHHOro
YAOCTOBEpeHuA (cTpaHa), 31eKTPOHHbIA aapec
W CaliT  NpOM3BOAMTENR, /NIEKAPCTBEHHARA
dopma, AO3MpoBKa, KoAMYecTBo TabaeTok s
ynaKkoBke, wHopmauma o cocrage
/IeKapCTBEHHOMO npenapara (HammeHoBaHue
AeHCTBYIOWErO BELECTBA W €ro KOAWYECTBO,
NEPEYEHb BCMOMOTaTeNbHBIX BEWECTB), HoMep
cepun  (BRAIONAOWMA  MecAL u  rog
NpOM3BOACTBA), [aTa  WCTEYEHMA  CPOKa
rogHocTH (rofleH A0: Mecay W roa), yCnosus
XpaHeHus, cnocob  npumeHedua:  «fna
npuema BHYTPb», YCNOBWA OTNYCKa, HOMEp
PEruCTPaLMOHHOrO YAOCTOBEPEHMA, /OrOTHN
npovssoauTens, Gapm-Koa, WTPHXOBOW KOA,
ABYMEDHBIW LUTPMXOBOW KOO € HaCTUYHOM
pacwrpoekoit uHGOPMaLIUK, coaepxaleiica
B ABYMEPHOM IWTPUXOBOM KOAe, «CMOTPH
MHCTPYKUMIO NO MEAWLUMHCKOMY NPUMEHEHMIO
(nucTok-Brnappiw)», «He npumeHsTs no
MCTEYEHMM CPOKA TFOAHOCTM®, «XPaHUTL B
HeAOCTYNHOM ANA OETEW MECTEN,

AONOAHWTENLHO HAa KapTOHHOW ynaxoBske
(nauke) npoay6nupoBamsi TOprosoe
HaUMEHOBaH1e " A03UPOBKa C
MCNonL30BaHWeM WpudTa bpaina.

CpoK- rogHocTH

3 ropa

lopex go: 07/2027

XpaHeHue

B 3awpueHHOM OT CBETa MECTE NpuU Temnepatype He asiwe 25 °C.

3awmouenne: cooteercTayet/ e cootseTcTayet TpefosaHuam J1M-N2(004179)-(Pr-RU)-271223

T {HEOBROAWMOE NOAYEPKHYTS)
HavanbHuk OKK: 7~ [KyauHa O.H.
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Odopmneno: Genopa H.C.
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'AABHAR CAYXBA 110 HAA3OPY
IAPABOOXPAHEHWA

«CBefieHnA, BHeCEHHbIe B aBTOMaTM3UPOBaHHYIO MHOPMaLMOHHYIO cucTeMy Poc3gpaeHag3opa nepeg BBOAOM B
rpaxAaHCcKmnin 060poT cepuil, NapTuii nekapcTeeHHbIX cpeacTs/ HbopMaunsa o BulfaHHbIX Poc3gpaBHa30poM pa3pelueHUAx
Ha BBOJ, B rpaxfaHckuin obopoT B Poccuinckon Gegepauun cepuy Wam napTmm MMMyHOBWMONOrMYECKOro NeKapCTBEHHOM 0

npenapara, No COCTOAHUIO Ha 10.12.2024 14:21»

Tucema

Jlara enecenus s [pomBouTens Oprammmuns, Homep Homep, nata o

AHC Toproroe nanmenoBanKe (Bomycxaoumi Crpana Ceeensa 0 CTaHAX NPOHIBOACTES HopyaTHBHAS AOKYMEHTAIHS -”uﬂsuanhu..ahu cepHH, paspemenns Ha -.....w._ﬁ
Pocanpasuansopa KOHTPOABL) obopor NapTHH win (mosacp,

nata)
ObmecTso ¢ orpaHyeHHoR oTBeTCTBEHHOCTHO "O308 ®apym™ (000 "O30n
Jhowmonpua; Tadaetiu 20 OGwecTBo ¢ OrpaHHYCHHOM @apwm”), Poccus (TMposssoautens (rotosoft Jid)): Oduwiectso ¢
13.09.2024 mr 30 wr., ynakoskH OTBETCTBEHHOC TRIO “Odon Potcin OrPaHHYEHHOA oTBETCTBCHHOCTHI0 "Oon @apm” (000 “Oson Gapm”), JITL-Ne(004179)(PT-RU 271223 000 O30 Gapy” 020824 ;

Aucfixossie KOHTYpHbe (1),
NauKK KapTOHHbICS ~

®Papm” (000 "Oxon
Dapm”)

Poccus (¥ /s (8 nep Yo y)): OBuectso ¢
OrPaHHYCHHOMA OTBETCTBEHHOCTHIO “Oon Gapum™ (000 "Osoun Dapm”),

Poccusa (¥YnakoBuk/PacoBUuMK (BTOPHUHAR/TPETHYHAA YIIaKoBKa))




