IO

& OZON

Mecto HaxomaeHua: 000 «O30H», Poceus, 445351 Camapckan 061, r. Jurynesck, ya. Necourasn, a. 11
MecTa oeylecTaneHuA AMUBHIHPYeMOit aeaTensHocTH: 000 «O30H», Poccus, 445351 Camapckan o6a., T. 0. Murynesck, r. Kurynesck, yn.

ST TapocTpouTened, 4. 6; Ten. (84862) 71-851, 71-853/56/57/58; baxc (84862) 341-09, 290-00
Jluuensun Munucrepcrsa MpombiwnerHocTu v Toprosau PO Ne 00072-N1C
CeptudmKar kauecTBa cepun Ne 3608 oT 14.04.2023
ATopBacTaTtvH, TabneTkun, NOKPbITbIE NAEHOYHON 060104KO 20 mr
TOPTO80€ HAKUMEHOBAHME NENANCTBEHHOID NPENAPATA, NeKapC dopma, p
PeructpaunorHee yhocToseperme /IN-003533
Homep cepun 080323
[Lata Havyana npoussoacTsa 29.03.2023
Konuvectso 122676 ynakoBoK
AHa/13 BbINOAHEH N0 HOPMATUBHOMY [OKYMEHTY NN-003533-141021

HaumeHoBaHue nokaszatens

MeToa KOHTpOoNs

HopmaTtueHoe 3HayeHue

PesynetaT KoHTpo/a

Onucanue

BusyansHbii

Tabnetku Kpyrisie ABOAKOBLINYK/AblE, NOKPbLITsHIE
nneHouHoW oBonoukon 6enoro waum noutu Benoro
userta. Ha usnome agpo 6enoro usera.

TabneTku Kpyrabie ABOAKOBLINYKAbIE,
NOKPbLITLIE NAEHO4HOW 060104KOI Benoro
usera, Ha usnome agpo 6encro ugera.

NopnuHHoCTL

BIMX

BpeMs  yaepMBaHUA  OCHOBHOMO NWMKa  Ha
XpOM3TOrpamme UCNLITYEMOTO PacTsopa [OMKHO
COOTBETCTBOBaTL BPEMEHU  YAEDKMBAHMA MMKa
aTopBacTaTMHa Ha  XPOMaTorpamMme  pacTsopa
cTaHaapTHoro obpasua CO atopsacTaTMHa KanblLus.

CoorsercrayeT

PacteopeHue

[® PO, YO-cnekTpodoTomeTpus

He meHee 75 % (Q) CssH3sFN2Os (aTopsacTaTiHa)
Yepes 45 MUH OT 33ABNEHHOTO COARPMaHNA,

97 %

PopcTseHHble npumecu

BIHX

Nioban eauHNYHAA HEMAGHTUONUMPOBAHHAR NPUMECH
—He bonee 0,5 %.

Cymma npumeceit - e 6onee 2,0 %.

He oBHapyxeHo
He obHapymeHo

OnHopoaHocTh A031poBaruA

[® P, cnocob 1, Yd-cnekTpodoromerpus

AV<15,0%

7,3%

KonwuecteeHHoe onpenenexue

BIMX
Ot 18,5 Ao 21,5 mr CaaHasFN2Os (atopsactatuma) B
Tabnetke.

19,5 mr

Mukpobuonoruyeckan yucrora
Obuwiee 4Mco a3pobHbLIX
MWKPOOPraHuamos 8 1r
O6uiee YUCAD APOHGKEBbIX 1
nAeCHeBbiX rpubos s 1 r;
Escherichiacolis 1r.

[P Pd, KaTeropusa 3 A.

He 6onee 1-10° KOE/ r/mn ;

He Bonee 1-102KOE/ r/mn ;
oTCyTcTBME B 1 r/ma.

MeHee 1:10'KOE

MeHee 1-10*°KOE
Orcytcreyer

Ynakoeka Mo 10, 30 Tabnetok B KOHTypHylo sueiikosyio | Mo 30 TaBnetok B8 KOHTYPHOW AYeRKOBOM
YN3KOBKY M3 NAEHKW NONMBMHUAXNOPUAHOW, AMEO | YNBKOBKE M3 NAEHKM NOAMBUHKAXNOPHAHON
NAGHKM M $OAbIM  ANIOMHWHMEBOM  nevaTHOW
MONMBUHUAXAOPUAHON/ NONMBUHUAMAEHXNOPUAHOM | NaKMPOBaHHOII.

1 $oNBrY ANOMUHIEBON NEYATHON NaKMPOBAHHOI. 1 KOHTYPHas AYelKOBaA ynakoeka smecTe C
Man no 10, 30 Tabnetok 8 KOHTYpPHYIO AYEWKOBYIO | MHCTPYKUMeRH no MEULMHCKOMY
YNaKOBKY W3 martepuana KOMOGUHMPOBAHHOTO HA | MPUMEHEHMIO (NUCTOK-BKNAALIW) NOMeLLeHa
ocHoBe boneru (TpexcnoiHbii MaTepuan, | B KaPTOHHYIO YNaKosKy (nauxy).
BKNIOYAOWMI  aNIOMUHMEBYIO GONLIY, NAGHKY W3

OPVEHTHMPOBAHHOO nonvamupaa,

NONMBUHWNXIOPUAHYIO NAEHKY) WAWM  maTepuana

8HANOTMYHOTO KavecTBa M (oNbrU aNOMUHMEBON

NeYaTHOW NaKUPOBaHHOM.

1,2, 3, 4,9 uau 10 KOHTYPHBIX AYEIKOBLIX YNaKoBOK

BMECTE C  WHCTPYKUMER N0 MeauuuHCKomy

NPUMEHEHWIO  (NMCTOK-BKN3AbIW) NOMEWaIT B

KaPTOHHYH YN3KOBKY (Nauky).

Mapkuposka Ha WoHTypHoli suelikosoi ynakoske (6ucTepe) | Ha  KoHTYpHOH  Auelikosol ynakoBske
YKa3blBaT Toprosoe HaumeHosarue | (6aucTepe) YKasaHo: TOprosoe
NlekapcTBeHHOrO  npenapata  (coBnagaeT ¢ | HAaMMeEHOBaHWE NEKEPCTBEHHOrO npenapata
MeMIYHapoaAHbIM HenaTeHTOBaHHbIM | (coBnagaer c MEMOYHaPOAHBIM
HauMeHoBaHWem), NEeKapCTBeHHYIO dopmy, | HENaTeHTOBaHHLIM HaumeHoBaHueMm),
AO3UPOBKY, HaumeHoBaHue AEpXaTens | NexkapcTeeHHan dopma, [03MPOBKa,
PerucTPaLMOHHOro YAOCTOBEPEHWUA 1 | HaUMEHOBaHWe fAepwarens

Odopmaeno: AGracsa M.B.

Crpannua: | u3 2
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Q/ OZON MecTo Haxompaenua: 000 «O30Hy, Pocenn, 445351 Cama

MecTa ocywecrsneHus NWueH3upyemoii geateasHocTu: 000 «QO30m», Poccua, 445351 Cam

CAPMALIERTYIKA

pckas oba,, r. Murynesck, yn, Mecounas, a. 11

apckan oba., r. 0. Murynesck, r. Murynesck, ya.

fwapoctpouteneit, 4. 6: en. (84862) 71-851, 71-853/56/57/58; daxc (84862) 341-09, 290-00

Nvyenana Munncrepcraa NpomsiwnerHocTy u Toprosau P& Ne 00072-1C

HaUMEHOBaHWE NPOM3BOAMTENR  NEKapPCTBEHHOrO
npenapata, Homep cepuu (BKNIOaIOWMIA mecay u
FOA NPOM3BOACTBA), AATY UCTEYEHMA CPOKA FOAHOCTU
(mecau v rog).

Ha KapToHHol ynakoske (nauke) yxassisaior
Toprosoe HaMMeHoBaHue NeKapcTBeHHOro
npenapata  (cosnapaer ¢ MEM/AYHIPOAHbIM
HeNnaTeHTOBaHHbIM HauMeHoBaHuem),
HaMMEHOBaHWe  AepwaTeNs  perucTpaLMOHHOro
YAOCTOBEPEHMA M HaMMEHOBaHMe NPOM3BOAMTENS
/IEKapCTBEHHOTO Npenaparta, afpec npou3BOAUTENs
NeKapcTBeHHOrC  npenapata (ctpaua, o6nacts,
ropoa) (ana nnaowapku 000 «030H»), apgpec
npovasogutens NeKapcTBeHHOro npenapara
(cTpana, obnacts, roposckoii oKpyr) (ana naowanku
000 «Q30H Dapm»), INEKTPOHHBIN agpec W caur
npoussoguTens, agpec Aepartena
PerucTpaumoHHoro YAOCTOBEPEHNUA (cTpana),
N2KapCTBEHHYIO  GOpMYy, [A03MPOBKY, KOAMYecTso
Tabnetok B ynakoske, uHPOpMmaumio o cocrase
NeKapcTBeHHOro npenapara (HanmeHoBaHMe
AEACTBYIOWEro BewecTsa W  ero KONMYECTBo,
NepedeHb  BCMOMOraTeNbHLIX  BEWeCTB), Homep
cepuu (BKNIOYAKOWMA MecaL, rof, Npou3soacTea),
A3TY UCTRYEHMA CPOKA rOAHOCTM (rogeH A0: Mecay u
roA), ycnosus xpaHeHus, cnocob npumeHeHus: «na
NPMEM3  BHYTPb», YCNOBMA  OTNycKa, HOMep
PerucTpayMoHHoro YAOCTOBEPEHMUA, norotun
NPOM3IBOAMTENR,  Qapm-KOA,  WTPUXOBOW  Kop,'
ABYMEPHbIA  WTPUXOBOM KOA C noAHOM  Wau
4acTuyHoOM pacwudposKom nHbopmaumm,
COAEPHALLRACA B 4BYMEPHOM WTPUXOBOM KOAE AW
6es rero, «CMOTPY MHCTPYKUMIO Mo MegUUMHCKOMY
MPUMEHEHMIO (NUCTOK-BKAAALIW)Y, «He NpPUMEHATS
MO WCTeYeHMW CPOKAa TrOAHOCTMY, «XpaHWTb B
HeAOCTYNHOM Ans aeTei mecrten,

AONONHHTENBHO HA KAPTOMHON ynakoske (nauke)
Ayb6avpyeTca TOProBoe HauMeHoBaHMue AO3UPOBKa
C ucnons3osanvem wpudra Gpaiina.

PETMCTPELMOHHOMO  yaocToBepeHus "
HauMeHoBaHue npov3BoauTeNs
7IEKAPCTBEHHOTO Npenapata, HOMep cepwuu
(srniovaloWwmi MeCAL u rog npoussoacTea),
A3Ta UCTEYEHWA CPOKa roaHOCTH (MecAl u
roa).

Ha KapToHHOM ynakoske (nauke) ykazaHo:
TOProsoe HaWMEeHOBaHWE NeKapCTBEHHOro
npenapata (cosnafaeT ¢ memayHapoaHbIM
HENaTeHTOBaHHbIM HaumMeHoBaHuem),

HaUMEHOBaHue Aepwarens
Per¥cTpauMoHHOro  ypocToBepeHus  u
HaWMEHOBaHWe npoussoauTens
NeKapcTBeHHOro npenapara, aapec

NPOM3BOANTENR NeKapCTBEHHOrO NpenapaTa
(ctpaHa, obnacts, ropoea), 3INEeKTPOHHbINA
3ApeCc W caliT npoussoauUTens, appec
Aepatenn PErucTpayMoHHoro
YAOCTOBepeHuA (cTpaHa), seKapcTeeHHas
Popma, 03uposKa, KonuyecTao Tabnetok B
ynakoske,  uHpopmauMa o  cocTase
/IBK3PCTBEHHOrO Npenapara (HaMMeHoBaHue
AEACTBYIOWEro BEWEeCTBa U ero KONWYeCTso,
NepeyeHb  BCNOMOraTeNbHbIX  BewecTs),
HOMEp Cepuu (BRAKOYAIOWMI mecAL W rog
NPOM3BOACTBA), AaTa WCTEYEHMA CpPOKa
FOAHOCTM (rofeH f0: Mecaw W rog), yenosus
XpaHeHus, cnoco6 npumeHeHus: «fng
NPUEMa BHYTpbY, YCNOBMA OTNYCKE, HOMep
PETMCTP3aUMOHHOrO YAOCTOBEPEHMA, NOrOTHN
Npon3soauTens, Gapm-ko4,  WTPUXOBON
KOAR,  ABYMEPHLIA  WTPUXOBOK Kog
YaCTUYHOR  pacwMPpoBKoi uHbOpMaLuu,
COAGPMALLEACA B ABYMEPHOM LWTPUXOBOM
Kope, «CmoTpu MHCTPYKLUMIO no
MEAMUMHCKOMY  NPUMEHEHMH  (NMCTOK-
BRNAALIW)Y, «He NPUMEHATL NO UCTEYEHMM
CPOKa roAHOCTUY, «XPaHKTL B HEeA0CTYNHOM
Ans petel mecrten.

[ononHutensHo Ha KapTOHHOM ynakosxe
(nauke) npoaybauposambl TOoprosoe
HauMEHOBaHwe " [03MPOBKa €
MCNoNb30BaHMem WwpudTa bpains.

CpoK rogHocTu

3ropa

lopeH ao: 02/2026

XpaHeHue

Mpu Temnepartype He Bbiwe 25 2C 8 KapTOHHOM ynakos

Ke (nauke).

3aknroueHue: COOTBETCTBYET/ HE COOTBETCTBYET TpeBoBaHUAM /N-003533-141021

Odopmnero: A6naesa M.B.

(HeoBxoanmoe nos4epKHYTs)

HayanbHuk OKK: /~"_ [Kupwuau

Ha /1.®.

Crpanuua: 2 ua 2




JInuensns Ne 00072-JIC

Ne GMP/EAEU/RU/00098-202 1

Ha BBIITYCK CEPHH JIEKapCTBEHHOTO MPEIaparta B peayn3alHio
(BBOA B rpaXIaHCKHit 060poT)

Pazpemenune

3d.447(03)

Ne 3608 ot 14 &. 2025 A

Haumenoanue npenapara

ATOpBacTaTHH

Me:xnyHaponHoe HenaTeHTOBaHHOE, UM rPYNIHPOBOYHOE,
WIIH XHMHY€CKOe HAaHMEHOBaHHe

ATopBacTaTuH

JlekapcTBeHHas dopma

TalJIETKH, MOKPBITHIE MIEHOYHOH 060/104KO

Ho3uposka

20 mMr

Dopma BbIMyCka

TableTKH, NOKPLITbIE MIEHOYHOI 060104K0l, 20 MT (KOHTYpHas
AueiikoBas ynakoska) 30 X 1 (nauka kapTonHas)

Homep cepun 080323
Konuuectso 122676 ynakosok
[Mara nauana npousBoacTea 29.03.2023

Cpoxk ronnoct / ogen 1o

3 rona/ 02/2026

Hopmartusras noxymenTaus

JIM-003533-141021

Ceprudukar xauecrsa

3608 ot 14.04.2023

Haumerosauue NPOHU3BOOUTENA

000 «O30H»

Anpec nponssoauTens (Bce cTaguu NPOU3BOACTBA, BKIIOYASA
BBIMYCKAKOLKH KOHTPOJTL KauecTBa)

Camapckas 06a., r.0. XKurynesck, r. JKurynesck,
yn. 'nnpoctpoureneii, 1. 6

PerncTpaimontoe yaoctosepenne JIT-003533
Harta rocynapcrseHHo# perucTpaumu 29.03.2016 r
Haumenosauue nepxarens PErHCTPaUHOHHOTO yaocToseperua| Q00 «ATtonay
Paspeinenne neiicTBuTENLHO 10 02/2026

KommeHnTapuu

llpusenennas sbiwe uH(OpMALHE sBAseTCH A0CTOBCpHOH 1 TOHOH. Cepus NICKAaPCTBEHHOTO NpenapaTa NPoM3BEACHa (BKMIOYas YNaKkoBKY
(MapKHPOBKY) W KOHTPO/IL' KAYECTBA) HA NPOW3BOACTBEHHON MIOWAIKE B TMOJIHOM  COOTBCTCTBHH C TpeGoBaHMaMH nuLeH3HM, [Ipasun

HaanexKaleH PON3BOACTBEHHON NPAKTHKH, PEFHCTPALIMOHHOTO A0ChE. 3amicH 1o NPOH3BOICTBY,

YNAKOBKE W KOHTPOJIIO Ka4yecTha MPOBEPEHBL, U

YCTAHOBIICHO HX COOTBETCTBHE TPeGOBaNHAM [TpaBua HaeKaLleH NTPOU3IBOICTBEHHON NPAKTHIH.

KBBOZY B I'PAXITAHCKUI OBOPOT PA3PEIIEHO:

VYronnomMo4enHOE THIO:

:h/ﬂa

O Her

7z /) [ M7
L ¢eiedf Vinvuuesa Enena BragumuposHa / 14 0i. "02."

MoAIKHCH GUO

Hara

Crpannua: 1 u3 |
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