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DAPMALEBTHKA

Mecro HaxoxaeHus: 000 «O30H», Poccus,
Mecra ocywecrsnexun NnueHsnpyemoii ge:
MmapocTpouteneit, g. 6; Ten. (84862) 71-

445351 Camapckan obn., r. ¥urynesc, yA. Necoyuan, g. 11
ATeNbHOCTH: 000 «O30H», Poccua, 445351 Camapckas o6, r. 0. Wuryneack, r, Murynesck, ya.
851, 71-853/56/57/58; daxc (84862) 341-09, 290-00

uensus Munucrepcrsa MpombiwnensocTy n Toprosam PO Ne 00072-nC

Ceptudukar kauecrsa cepum Ne 6198 ot 20.06.2022

L-TupokcuH, Tabnetkm 100 mkr

Homep cepuu

Aara Havana npoussoAacTsa

Konuvectso

AHanus ebinoaHeH no HOpMaTUBHOMY AOKYMEHTY

Toprosce

© Npenapara, nexapcreeHnan Gopma, OINPOBKE

PerucrpaumnonHoe yYAocTosepeHue JSICP-000295/10

210622
05.06.2022

34200 ynakosok

HaumeHoBanue nokasatens

/1ICP-000295/10-250110, Uam. Ne1-5

MeToa KOHTpOns

HopmaTtusHoe 3HaueHue

PesynbTaT KOHTpoAA

Onucauue

BusvansHbii

Tabnetku 6encro uam Genoro ¢ KPEMOBaTbIM OTTeHKOM
UBETa, NA0CKOUMAMKAPUIeCKHe, C GacKol ¢ aByx CTOPOH U
PUCKO#A C 04HOI CTOPOHDI.

Tabnetkn Genoro ysera,
NAOCKOUMAMHAPWUYecKue, ¢ hackoii ¢ 4Byx
CTOPOH W PUCKOW C OAHOI CTOPOHbI.

NoannuHocTs

BIHX

Bpems yaepuBanua ocHOBHOrO NuKa Ha Xpomartorpamme
WCNbITYEMOTO PacTBopa AOMKHO COBNAAATH CO BpemMeHem
YAEPHUBAHNA OCHOBHOTO NWKA Ha XpomaTorpamme
pactsopa CO HaTpus 1IEBOTUPOKCHHA.

Coorsercrayer

CpeaHas macca TabneTok u
OTK/NIOHEHKMA OT CpegHei Maccsl

Becosoii
0,100 r + 10 %.

0,098 r
oT—-1%pno+4%

PacteopeHue

BIMX
Yepes 45 MuH. nonkHO nepeiTu He mexee 70 % (Q) or
33ABNEHHOIO KOJIMYecTea.

83 %

MNocropoHHKe npumecn

BIMKX

Hatpua AMoTMpPOHMHE — He Gonee 2,0 %.

Cymma scex HeUAEHTUPULMPOBaHHBIX NpUMecel - He
6onee 2,0 %.

0,18 %

0,86 %

OgHopogHoCTL [03MpOBaHus

BINX
Copepianue HaTpus nesoTMpOKCHHE B oAHo# Tabnetke
MOMET OTKNOHATLCA He Bonee Yem Ha +15 % ot cpeaHero
COAEPHaHUA,

0,000094 r
oT-10% po+10%

KonuyecrsenHoe onpegenexue

BIXX

O6uwee Yyucno ApoHOKeBLIX U
nnecHesbix rpbos e 1 r;
Escherichia colis 1.

or 0,000085 go 0,000115 r. 0,000101 r
Mukpoburonoruyeckan yuctora ['® PO Kateropua 3 A,
O6wee yncno aspobbix
MWKPOOPraHM3mos & 1 r; He 6osiee 1-103 KOE/ r/mn ; meHee 1-10"' KOE

He 6onee 1-102 KOE/ r/mn ;
orcytcreue 8 1 r/mn/

menee 1:10" KOE
oTcyTCTBYeT

YnakoBska Mo 10, 50 Tabnetok B KoHTYpHyiO AYEAKOBYIO yNaKoBKy 3 | Mo 50 Tabnetox s KOHTYPHOH Avelikasoi
NAGHKM NOAMBUHUAXAOPUAHON W DOMBIM ANKOMUHKEBOL YN3KOBKE W3 NNEHKM MONMBHHUAXAOPUAHON
NeYaTHOI NAKMPOBaHHOI. M onbri  aniomMUHMeBORH  neyatHoil
1,2,34,5,6, 8 umm 10 KOHTYPHBIX A4€HKOBbLIX yNakosok NaKMpoBaHHOM,
BMECTE C MHCTPYKUMeH no npumeHeHuio nomewalor g | 2 KOHTYPHbIE AYRIKOBLIE YNaKOBKKU BMecTe ¢
Na4Ky U3 KapToHa. MHCTPYKUMER NO NpuMeHeHuIo nomewseHa s

Nayky U3 KapToHa.

Mapkuposka Ha  koWTypHO#  sueiikosoi ynakoeke  (Giucrepe) | Ha KOHTYPHOI#  suelikoBoW  ynakosKe

YKa3biBalOT TOProBoe HaumeHOBaHMe NexapcrseHHoro | (6aucrepe) YKa3aHo: Toproeoe

Npenapata W mewayHapoAHOe  HenaTeHTOBaHHOe
HaWMeHoBakMe, sieKapcTBeHHyl0  dopmy, AO3MPOBKY,
HanmeHoBaHue Aeparens PErvcTpaumoHHoro
YAOCTOBEPEHMA W HauMEeHOBaHWe npoussoguTena

/IEK3PCTBEHHOIO Npenapara, HOMep cepum (BKNtOYAIOWMI
MeCAU W rof, NpOM3BOACTBA), AATY MCTEYeHWs CpOKa
rogHocTv (mecau u rog).

Ha kapToHHo#i ynakoske (nauke) ykassisaioT TOprosoe

HauMEHOBaHKe NeKapcTBeHHOro npenapara M | A3Ta UCTeYeHWs CpOKa rogHOCTH (mecsy u
MEXAYHApOAHOR®  HenaTeHToBaHHOE HaumeHosaHue, | rog).

HaumeHoBaHue Aepwartens PETUCTPALMOKHOrO | Ha KapToHHON ynaKoBke (nauke) ykasaHo:
YAOCTOBepeHuA  (coBnagaeT ¢ HaumeHoBaHWem TOproBoe HauMEHOBaHWE NeKapCTBEHHOro

HaMMEHOBaHWe /NeKAPCTBEHHOrO npenapara
u MeXAYHapPOAHOE  HenaTeHTOBaHHOe
HaMMEHOBaHWe, NeKapcTBeHHas  (opma,
A03MpOBKA,  HaumeHoBaHWE  aepKaTens
PerucTpayrMoHHoro YAOCTOBEPEHUA 7]
HauMeHoBaHue Npou3BoAnTeNs
/IeKapCTBEHHOTO npenapara, Homep cepum
(Bratoyaowmii mecay u rof, NpoM3BoAcTsa),

Odopmneno: HinKeHep no ceprudmraunn Cxnap A B,

Crpannua: 1 uz2
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MecTo Haxomgenua: 000 «O3om», Pocews, 445351 Camapckan 06a., r. Hurynesck,
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Nuuenann MuHucrepcrsa MpombiwneHHocTH 1 Toproenu P& Ne 00072-/1C

NPOM3BOAWTENA), 3APeC NPOM3BOANTENA NEKAapPCTBEHHOrO
npenaparta (coesnapaer (] agpecom Aepwarens
PErMCTpaumMoHHoro  yhocTtosepeHus) (cTpaua, obnacts,
OPOA), 3NEKTPOHHBIF appec W caiit npoussoguTens,
NEKAPCTBEHHYIO  GOpMYy,  OO3MPOBKY,  KOAMYECTEO
/IEKAPCTBEHHOTO Npenapata 8 ynakoske, MHGOPMaLMio o
CoCTaBe /feKapCcTBEHHOro npenapata (HaUMeHoBaHMe
LeicTByiOWero BewecTsa M ero KONM4ecTeo, nepeyeHs
BCMOMOraTe/bHbIX BeWecTs), HoMep cepuu (BrAtOUaIOWMIA
MECAL v rog nNpoW3BOACTBA), AATY MCTEYeHWS CpOKa
roAHOCTH (rogeH Ao: mecay u rog), ycnosus XpaHeHus,
cnocob npumenenns: «fna npuema BHYTPb», yCNOBMA
OTNYCKa, HOMEp perMcTpauMoHHOro YAOCTOBEpeHus,
/OTOTMN NPOM3BOANTENA /WK NOTOTUN 3aKazuMKa, hapm-
KOA, WTPUXOBOW KOA, ABYMEpHbIN WTPUXOBOW koA C
NOAHOM WMAKM YacTUHHOM pacwnpoBKoit  MHbopMaLmK,
COAEPMAWENCA B 4BYMEPHOM LUTPUXOBOM Koge vuam Ges
Hero, «CMOTPM MHCTPYKUMIO N0 NPUMEHEHMIO (nucTok-
BKNAAbIW)», «He npUMEHATs N0  MCTeueHMM CpOKa
FOAHOCTMY, «XPaHWUTL B HEJOCTYNHOM ans geteit mecTen,
«lMpenapar cogepur NAKTO3y».

AononuutensHo Ha KapToHHOIM ynakoske (nauxe)
AybampyeTtca Toprosoe HaumeHoBaHMe w [03MpOBKa ¢
ncnonesosaxsuem wpudra Bpanns.

npenapara u MexayHapoaHoe
HenareHToBaHHoe HaHMEHDBaHHE,
HaumeHoBaHue Aeprarena
PerucTpaumMoHHoro YAOCTOBEpeHUus
(coenagaer c HauMEHOBaHWeM

Npou3soAuTeNA), agpec  npoM3BOAMTENs
/EKAPCTBEHHOIO npenapata (cosnagaer c
30PeCcoM  AepHaTens  perucTpaunoHHOro
yAocToBepenus) (ctpama, oBnacts, ropog),
3NEKTPOHHBIA aApec u caitT npoussoguTens,
NleKapcTBeHHan $opma, AO3UPOBKa,
KO/IMYECTBO NIeKApPCTBEHHOTO npenapata B
YNaKoBKe,  uHpopmauma o  cocTase
/IeKapCTBEHHOrO Npenaparta (HaMMeHoBaHue
AeliCTBYIOWero BewecTsa u ero KO/IMYEeCTBO,
NepeyeHb  BCNOMOraTeNbHbLIX  BewecTs),
HOMEP cepun (BrlOYaIOWMIT Mecay, rog,
NPOM3BOACTBA), MAaTa  WCTeveHWA  Ccpoka
rofHoOCT (rogeH ao: mecay, u rosl), ycnosua
XpaHeHus, cnocob npumeHenus: «flas
MPUeMa BHYTPLY, YCAOBMA OTNycKa, HOMep
PErUCTPALMOHHOIO YAOCTOBEPEHMA, AOrOTUN
Mpou3BoAUTeNA, Gapm-KOA, WTPUXOBOI Koa,
ABYMEPHBIA WTPUXOBOM KOA C 4acTUYHOM
pacwndposkoi uHGOpMaLmK,
COAGPHALUEHCA B [BYMEPHOM IITPMXOBOM
Koge, «CmoTpu MHCTPYKUMIO no
NPUMEHEHMIO  (AMCTOK-BKNagpiw)»,  «He
NPMMEHATL MO UCTEYEHWW CPOKa rOAHOCTMY,
«XpaHuTL B HeROCTYNHOM A/1s aeTeit mecre»,
«lpenapar coaepur na KTO3y»,
flononuutensHo  Ha  KapToHHOI
YyNakoBKe (nauke) npoay6anposansl
TOProgoe HauMMeHOBaHME W [03MpOBKA C
MCnonb3oBaHuem wpudta bpaiing.

Cpok rogHocTn

3 ropa

lopen po: 05/2025

XpaHeHue

B cyxom, 3awmiierHom ot ceeta mecte Npv Temnepartype He Bbiwe 25 °C,

3aKnyeHue: COOTBeTCTB!ET/ He COOTBETCTBYeT T
(Heobxoanmoe noauepkHyTs)

HavyaneHuk OKK

Odopmneno: uikerep no ceprHdmKaumm Cxnsp A.B.

peboBaHmam JICP-000295/10-250110, M3m. No1-No5
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A pgoxymentoz
KOHTDOAR KauecTea
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Crpanuua: 2 u3 2




PEAEPAALMHAY CAYEEA NO HAAIOPY
JAPABOCK PAHEHMA

B {r

«CBeAeHNA 0 BBOAE B rpaXAaHCKMiA obopoT B Poccuinckoin de

CPEACTB NO COCTOAHMIO Ha 01.08.2022 18:43»

Aepaunn nekapcTBeHHbIX

KOHTYPHBIE (2), nauku
KapToHHbIe/ ~

"Ozon" (000 "O30u")

"Oso0n" (000 "O30u"),
Poccus

JICP-000295/10-250110; U3m. Ne5 x
JICP-000295/10-250110

Oprannzanus,
Jlara BHecenHs B IMpouszsogurens Homep Homep, nara
Toprosoe . CaeleHHs o crTajgusax BBINYCTHBINAS B
AHC (BBIITY CKalOIHIT Crpana Hopmarnsnas mokymenranus CCPHH, Ppaspemenns
HAaHMEHOBAHHE HPOH3BOJICTBA IPaKIaHCKHEH
Pocanparnanzopa KOHTPOJIb) NapTHH na HJITT
obopor
b Tkt sulabein Oibitane JICP-000295/10-250110; Ham. Nel
100 ]\i{r 50 u’]T Obmectso ¢ OFPAEMIERHON JICP-000295/10-250110; Ham. Ne3 k
i Agiing kot el OrpaHHYEHHOM rons mgcrmcnﬂomm JICP-000295/10-250110; Ham. Ne2 & — S
B ¥ o ARG AKOBEIE OTBETCTBEHHOCTHIO JICP-000295/10-250110; Uam. Ne4 x -




