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GAPMALIEBTHKA

Mecto Haxoxgenna: 000 «Ozou»
Mecra ocyiecrenenus AMueH3npyemoin geatensroctu: 000 «030H», Poccua, 445351 Camapckan 06., 1. 0. Hurynesc, r. Murynescx, ya.
Mmapoctpouteneis, g. 6; Ten. (84862) 71-851, 71-853/56/57/58; daxc (84862) 341-09, 290-00

, Pocewn, 445351 Camapckas 6., r. Murynesck, yn. Mecoynas, g, 11

NuueHaus Munucrepcrea MNpomsiwneHHoCcTH 1 Toprosau P® Ne 00072-11C

CepTudukar KavecTsa cepum Ne 7168 ot 15.07.2022

Kapsegunon, rabnerku 25 mr

Homep cepuu
Hara Havana npowmssogcTea
Konuyecrtso

AHa/IM3 BLINOAHEH NO HOpMaTusHomy AOKYMeHTY

TOProgoe Hamn p

0 Npenapara, nexapcTeenHan GOPMa, AOSHPOBKE

PeructpaunonHoe yaoctosepenue NICP-001733/10

030722
01.07.2022
12120 ynaxosok

/1CP-001733/10-230921

HaumeHosanue noKasaTtensa

Merton kowtpons

HopmatusHoe sHaueHue

PesynbTtat KOHTpONA

Onucanue

BuavanbHoiii

Kpyrabie nnockouunmHapuyeckme Tabnerku 6enoro
WK 6eAOTO CO CBETNO-KOPUYHEBLIM OTTEHKOM userta,
¢ dackoii u kpecToobpasHoii PUCKOM.

Kpyrisie nnockoumamHapuyeckue
Tabnetku Genoro ugera, ¢ backoii u
KpecToobpasHoii puckoii.

MNognuHHoCcTL

Ytb-cgemogoromergun

Y®-cnekTpsl nornowexms PacTBOPOB MCNLITYEMOro
npenapara u CO Kapsegunoa s AuanasoHe ot 250HMm
A0 360HM [OMKHBI UMETE M3KCUMYMbI 1 MUHUMYMbI
MPY OAHUX W TeX e ANNHAX BOAH ( 2 Hm).

BIXKX

Bpema  ymepwuBanus  ocHoBsHoro nuKka Ha
XpomaTorpamme MCNLITYEMOrO PacTeopa A0/MKHO
COOTBETCTBOBaTL BpemeHmn YOEPHUBIHWA
OCHOBHOrO NMKa Ha XpomaTtorpamme pactsopa CO 2
Kapeegunona.

CootsetcrByeT

Cootsetcreyet

Pacrsopenue

[ PD Y®-cnektpodoTomerpus

He meree 75 % (Q) CasH26N204 (kapseaunnona) yepes
45 MuH.

84 %

PogcrseHHuie n pUmecu

BIXX
Noban eannuyHan npumecs — He Gonee 0,2 %;
Cymma npumeceit — He Gonee 1,0 %.

0,06 %
0,063 %

OaHopogHocTb A03MpoBaHuA

[® PO, criocob 1, Y®-cnektpodoTtomertpus

AV<15,0%.

3,9%

KonuyecrsenHoe onpenenenwe

BIHX
Ot 23,1 go 26,9 wmr, CaaH2sN,04 (kapeegmnona) s
Tabnetke.

24,5 mr

Mukpobuonoruieckan yucrora

Obuwee Yyucno aspobHbix
MWKpOOpraHusmos 8 1 r;

Obuwee uncno aporKessix u NNECHeBbIX

Kateropus 3 A.

te 6onee 10° KOE/ r/mn;

meHee 1-10' KOE

rpuboes 1r; He 6onee 102 KOE/ r/mn; meHee 1-10' KOE
Escherichia colis 1r. OTCYTCTBME B 1 r/mnA. OTCYTCTBYET
Ynakoeka Mo 10, 30 Ttabnerok & KOHTYpHylo nAdeiikosyio | Mo 30 Tabnetox o KOHTYPHOU
YNAKOBKY W3 NACHKM NOAMBUHWAXAOPUAHON MAM AYEMKOBOM YNaKkoBKE M3 MAEHKM
M/IBHKM  @HAaNOTMYHOTO  KauecTsa, AMGO M/EHKM NOAMBUHWAXNOPUAHOH U donsrm
NONMBUHUAXNOPUAHOI/NOAMBUHMAMAEHXAOPUAHOH atOMUHUEBOoMH neyaTHok
WM NJGHKM aHANOTMYHOTO KauecTBa u  (obru NaKMpPOBaHHOM,
AMOMUHUEBOMN NEYATHOM NAaKMPOBAHHON KK onbrit | 1 KOHTYpHas aveiikosas ynakoBska
@HaNOrM4YHOTO KayecTea. BMECTE € MHCTPyKUMeN no
Mam no 10, 30 tabnetok B KOHTYPHYIO A4eiKoBYO MeguUMHCKOMY NpUMEHeHKUI0
YN3KOBKY M3 maTepuana KOMBWMHUPOBaHHOrO Ha (nmcTok-BKNAABIL)  nomewewa B
OCHOBe donbri (TpexcnoitHbii Matepuan, | KapTOHHYIO ynakoBky (nauxy).
BKAIOYAIOWMIA  anloMUHMEBYIO donbry, naexky ws
OPUEHTHPOBAHHOIO nonaMamuaa,
NONMBUHUAXNOPUAHYIO  MIGHKY) 1A marepuasna
@H3/IOTMYHOTO Ka4ecTsa W GONLIM  ANOMUHUEBOI
MeYaTHOM NaKMPOBAHHOM MM doNbLY aHaNorMyHoro
Ka4yecrsa.
1,23 4,5um 10 KOHTYPHBbIX A4EHKOBbIX YNaKoBoK
BMECTe C  MHCTPyKuMeidr no MeaMLMHCKOMY
MPUMEHEHWIO  (AMCTOK-BKAAAbIW) nomewaior s
KaPTOHHYIO ynakoBsKy (nauky).
Mapkuposka Ha KoHTypHO# sauelikosoit ynakoske (6aucTepe) | Ha KOHTYpHO# suelikoBol ynakoske
YKasbiBaloT Toprosoe HaumeHosaHWe | (6auctepe)  ykasawo: Toprogoe
NeKapcTBeHHOro npenapara (cosnagaer ¢ | HaumeHosamue NIEK2PCTBEHHOTO

Odopmieno: nmkeren no cepmudukaumu AGnacsa M.B.



| ,5 MecTo Haxomaekua: 000 «030H», Poccun, 445351 Camapckan 06a., r. Jurynesck, ya. Necoywasn, 4. 11
MecTa ocywecTBAeHNA AMLEH3upyemoi pgeatenbHocTi: 000 «O30H», Poccun, 445351 Camapcekan oba., r. 0. Murynesck, r. Murynesck, ya.
C_J OZO N rmapoctpouteneil, 4. 6; Ten. (84862) 71-851, 71-853/56/57/58; daxc (84862) 341-09, 290-00
Nnuensua MuHucrepcerea NpombiiwnesHocT u Toprosau PO Ne 00072-/1C

DAPMALEBTHKA

MeX/AYHapoAHbIM
HaUMEHOBaHUEM),

HenaTeHTOBaHHbIM
NeKAPCTBEHHYIO dopmy,
LO3UPOBKY, HaUMMeHOBaHue Aepwarens
PerucTpaLmuoHHOro YAOCTOBEPEHUA 7]
HavmeHoBaHue nPou3BoaAMTENA NIeKapCTBEHHOro
npenapara, HOMep CepuM (BKNIOHAIOWMIA MECAL, U
rof, NPOM3BOACTBA), A3TY MCTEYEHUA CPOKA rOAHOCTH
(mecay v rog).

Ha KapTOHHOW ynaKkoBKe
Toprosoe HauMeHOoBaHue
npenapata  (cosnagaer ¢
HeNaTeHTOBaHHbLIM
HaWMeHOBaHUe  JepKaTeNs  PerucTpaLuoHHOro
yaocToBepeHus (coBnapaer € HaMMEHOBaHWEM
npou3soguTeNns), agpec npouseoguTens (cosnapaet
C  ajppecoM  AepwaTtens  pPerucTpauMoHHOro
yaoctosepenua)  (ctpawa,  obnact,  ropoag),
3NEKTPOHHbLIM agpec W CaiiT  NpPOMU3BOAUTENS,
NeKkapcTBeHHyl)  GopMmy, [A03MPOBKY, KONMYECTBO
Tabnetok B8 ynakoske, MHbOpMauUMIO O CcocTaBe
NeKapCTBEHHOTO npenapara (HaumeHoBaHKe
[OENCTBYIOWEro BeWecTsa M ero  KOAMYEecTso,
nepeyeHb BCNOMOTaTe/IbHbIX BELECTB), HOMep cepuu
(BKAtOYAIOWMIA MECAY M oA NPOWM3BOACTBA), AaTy
WCTEYEHUA CPOKa roAHOCTH (rogeH Ao: mecay u rod),
YCNOBMSA XpaHeHwa, cnocob npumeHenna: «Ona
npvema BHYTPb», YCAOBMA  OTNYCKa, HOMep
PerncTpaLMoHHOro yZaocTosepeHus, norotvn
npoussoguTens, Gapm-Kop,  WTPUXOBOM  KOA,
OBYMEDHbIM  LWUTPUXOBOW KOZ4 C MOAHOW wau
YaCcTU4HOM pacwudposKoit nHpopmaumu,
COAEpHaLLEHCA B ABYMEPHOM WTPUXOBOM KOAE MM
6e3 Hero, «CMOTPM MHCTPYKLMIO NO MELULUHCKOMY
NPUMEHEHMIO (NUCTOK-BKAAALIW)», «He npumeHATb
N0 WCTRYEHUM CPOKA TrOAHOCTUY», «XpaHWTb B
HEAOCTYNHOM ANA AeTel MecTen.

[lononHuTeNsHO Ha KapTOHHOW ynakoBke (nadke)
ayBaupyeTcs TOProBoe HauMeHOBaHWe U A03MPOBKa
C Mcnonb3osanmem wpudTa bpanna.

(nauke) yKasbiBalOT
NEeKapCcTBEHHOTO

MEMAYHAPO4HBIM
HauMeHOoBaHuem),

npenapara (coBnagaeT c
MEMAYyHapOAHbIM HENaTEHTOBAHHbIM
HaUMEHOBaHWEM), NEKapCTBEHHaA
dopma, A03MPOBKA, HaWMEHOBaHWe

Aepxarens PervcTpaLMoHHOre
YOOCTOBEPEHWA W  HavuMeHoBaHue
NpoOU3BOANUTENA feKapcTBeHHoro
npenaparta, HoMep cepum
(ekniovatowmii  mecay M rog
NpoM3BOACTBa), [MdaTa  MCTEYEeHWs

CPOKa roAHOCTH (MECAL, U roa).
Ha KapToHHOW ynakoBke (nayke)
yKa3aHo: TOProBoe HaWMeHoBaHue

NeKapcTBEHHOro npenapara
(coBnagaeT c  MeXOyHapoaHbIM
HenaTeHTOBaHHbIM

HaUMEHOBaHMEeM), HaumeHOBaHwWe
fAepxarens perucTpauyoHHOro
YAOCTOBEPEHMA (cosnapaer ¢
HaWMEHOBaHMEM  NpOM3BOAUTENR),
appec npovssoauTens (coenagaet c
aapecom Aepwarens
PErucTpaLMoOHHOrO YAOCTOBEPeHMA)
(cTpaHa, obnacts, ropoa),
3NEKTPOHHbLIK  apapec M CailT
NPOU3BOAMTENS, NeKapcTBEeHHas
dopma, [0O3MPOBKA, KOAWYECTBO

TabAeToK B yNakoeke, MHGOpMaLma O
COCTaBe NEKapCTBEHHOrO npenapara

(HaumeHoBaHME OeACTBYIOWEro
BEWECTBa M  ero  KOJIMYEcTBo,
nepeyeHs BCMNOMOTaTENbHbIX
BeLecTs), HOMEp cepum
(BrNlOvAOWMIA  MecAl, W rog
fpOU3BOACTBA), MAaTa  UCTEYEHWA

CpOKa rogHoCTH (rogeH Ao: mecauy u
roa), ycnoBua xpaHewusa, cnocob
npumMeHeHus: «[11s Nnpuema BHYTPbY,
ycnosums oTnycka, Homep
PerucTpaLMoHHOrO  YAOCTOBEPEHWS,
NIOroTHN NPOU3BOAUTENA , PapM-KOA,

WTPUXOBO#M Koa, LBYMEPHbIH
WTPUXOBOM  KOA € Y4aCTUYHOM
pacimuposKoi uHpopmauum,
coaepalenca B [ABYMEPHOM
WITPUXOBOM Koge, «CmoTpu
MHCTPYKUMIO N0 MeaMUMHCKOMY
NPUMEHEHUIO  (AMCTOK-BKA3AbIW)»,

«He NPUMEHATL MO MCTEYEHUM CPOKa
roAHOCTUY, «XpaHuTb B
HeAOCTYNHOM A/1A AETEW MecTe).
[lONOAHUTENBHO  HAa  KapTOHHOM
ynakoske (nauxe) npoaybavposaHo
TOprosoe HaumeHoBaHWe 7
[O3MPOBKA C  WMCNO/Ab30BaHUEM
wpudTa Bpaias.

CpOK roaHoCTH

3 ropga

logeH po: 06/2025

XpaHreHue

B 3awmiieHHOM OT CBETa MeCcTe npy Temnepatype He Boiwe 25°C.

3aknwueHume:

coorae'rcrszeﬂ He cooTeetcTeyeT Tpebosanuam JICP-001733/10-230921
(Heobxoaumoe NOAYEPKHYTH)

HauanbHuk OKK

’/'//Knpunuuan.tb.




JIuuensus Ne 00072-JIC
o o Ne GMP/EAEU/RU/00098-2021

o OZON Paspeimenue

DAPMALIEBTUKA Ha BBIITYCK CEpHUH JIEKAPCTBEHHOIO Iperiapata B peau3alHI0
(BBOZ B rpajkmaHcKuii 060poT) 30.447(03)

Ne 7168 ot 18.07.2022

Haumenopanue npenapata Kapsenumon

MexxlyHapoiHOe HenaTeHTOBaHHOE, HiTH TPYNIHPOBOYHOE, Kapsemanon

MM XHMHYECKOE HaHMEHOBaHHe

JlexapcTBenHas gopma TabneTKu

Hozupoeka 25 mr

Popma BEIycKa TabneTkn, 25 Mr (KOHTYpHas s9eiikoBas ynakoBka) 30 x 1

(mavka KapToHHas)

Homep cepuu 030722

Konuaectso 12120 ynakoBok

Hara navana npoussoscTBa 01.07.2022

Cpoxk rogroct / TozeH o 3 ropa/ 06/2025

HopmartuBHas noxymenTamus JICP-001733/10-230921

Cepruduxar kauectra 7168 ot 15.07.2022

HamMeHOBaHKe Npou3BOAMTE IS 000 «O30m»

AJlpec npor3BoguTes (BCE CTANUM NPOM3BOJICTBA, BKIKOYaL Camapckas o6., r.0. JKurynesck, r. AKurynesck,

BBIITYCKAIOIIHI KOHTPONIb Ka4€CTBa) yii. Cunpoctpontenel, 1. 6

Peructpammonnoe ynocroseperue JICP-001733/10

Jlara rocynapctsensoii peructpamin 05.03.2010

Haumerosanwe nepxarens PETHCTPAIIHOHHOTO YIO0CTOBEPEHH S 000 «O308»

Paspemenue ngeficTBHTENLHO 10 06/2025

Kommentapun S—

Tlpusenennas Beimie HHpOpPMAaNWs SBAsETCH JOCTOBEPHOM M To4HOH. Cepus NlekapcTBEHHOrO npenapara npousseeHa (BKIOYas YIakoBKy
(MapKHpOBKY) M KOHTpOIB Ka4yecTsa) Ha MPOH3BOACTBEHHOM IUIOMANKE B [OMHOM COOTBETCTBHM ¢  TpeloBammamu nuuensud, [Ipasun
HALNeKAWCH NPOH3BOACTBEHHON NPAKTHKH, PETHCTPAMHOHHOTO 10Che. 3aMHCH 110 MPOH3BOACTBY, YIAKOBKE H KOHTPO/IIO Ka4ecTBa NPOBEPEHE], H
YCTAHOBIICHO HX COOTBETCTBHE TpeGoBaruaM [TpaBHn Haaexameil NPOH3BOACTBEHHOMN NPaKTHKH,

KBBOZY B I'PAJXXJIAHCKHI OBOPOT PA3PEIIIEHO ﬁ’ﬁ o Her

VIIOITHOMOYEHHOE JIHII)!

n /IIpsa3una Eprenust Anatonsesna/ 18.07.2022 r.
ng{uch ®dUO Jlata




T AT A 1
PEAEPAAL

B CPEPE 3APABOOXPAHEHUWS

«CBeAeHMA 0 BBOAE B rpaXgaHCKMi 0dopoT B Poccuiickoin denepauun
NEKaPCTBEHHbIX CPeACTB NO COCTOAHUIO Ha 14.12.2022 17:05»

(1), nauku kapToHHbIe/

"Oson" (00O "Os0n")

"Ozon" (000 "O30n™),
Poccus

Hata BHeceHus B Ipou3BogurTens Oprammsss, Homep Homep, nata
Toprosoe - Ceenenus o cragusx HopmaTuBaas BbINYCTHBUIAS B
AHC (BBINYCKAMIHIT Crpana CepHH, paspelueHus
HAHMEHOBaHHe NpPOH3BOJCTBA JOKYMEeHTALMS rpamaaHCKHi
Pocanpasnamsopa KOHTPOJIb) o NApTHH Ha HJIII
Kapsenunon; 396?.& Ol ObmecTBo ¢ i
25 mr 30 wT., yNakoBku kil OTPaHHYEHHON
18.07.2022 AYEHKOBBIE KOHTYPHBIE P Poccus OTBETCTBEHHOCTHIO JICP-001733/10-230921 000 Oson 030722
OTBETCTBEHHOCTBHIO




