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NuueHsna MuHucTepcTea MNpomblwneHHocT W Toprosan P@ Ne /1012-00102-77/00010730

CeptuduKar kauectsa cepumn Ne 14639 ot 20.11.2025

Mepungonpun, Tabnetku 4 mr

TOProsoe HauMeHOBaHWE fIieKapCTEEHHATC Npenapara, NekapcTseHHan dopma, A03MpoBKa

Homep cepuu

[aTa Ha4ana npoussoacTea

KonnyecTso

AHanu3 BbINOAHEH N0 HOPMATUBHOMY AOKYMEHTY

PeructpauunoHHoe yooctosepeHue J1M-Ne(000672)-(Pr-RU)

181125

02.11.2025

116 686 ynakoBOK
NN-Ne(000672)-(Pr-RU)-060422

HaumeHoBaHMe noKasaTens

MeTog_KOHTpoas
HopmaTusHOe 3Ha4yeHue

Pe3ynbTaT KOHTPOAA

OnucaHue BM3yasbHbIN
Kpyrnble  naockouunuHapudeckve Tabnetku | Kpyrabie miockoumanHapudeckue TabneTiu
6enoro unm noytv Genoro LBeTa C PUCKOW K 6enoro LBeTa C pPUCKOWM 1 GacKoi.
hacKoi.
MoAAMHHOCTL B3aWX
Bpema yOep:KMBaHMA OCHOBHOTMO TMMKa Ha
Xpomatorpamme MCMbITYEMOro pacrsopa
LOMKHO COOTBETCTBOBATh BPEMEHU CooTsercTByeT
YOEPKUBAHUA OCHOBHOTO nuKa Ha
XpomaTtorpamme cTaHaapTHoro pactsopa 1
nepuHaonpuna 3pbymuHa (pazgen
«KonuyecTseHHOE onpeaeneHuen).
PacteopeHue [D Pd, BIKX
Yepes 45 MWH B PacTBOP AO0/MKHO MEperTy He
mexee 75% (Q) CisH3aN205.CsH1sN 93 %

(nepurgonpuna 3pbymuHa) OT 3aABAEHHOrO
COLEepHaHus,

PopcTteeHHble npumecu

BIXX

Mpumeck B (nepuHgonpunat)—He BGonee 2,0 %
Mpumecn F — He bonee 2,0 %

Tobas apyras MoeHTUOULMPOBaHHaA NpUMech —
He Gonee 0,4 %

Nobas HengeHTUOUUMPOBaHHaA NPUMECE — He
6onee 0,25 %

Cymma npumeceit — He bonee 3,0 %

He obHapymeHo
He obHapyxeHo

He obHapymeHo

He oBHapyHeHo
He oBHapyHeHo

OAHOPOAHOCTE LO3MPOBAHMA

[P PP, cnocob 1, BIXKX

AV<150% 54 %
KonnyectseHHoe onpeaengHue w
PEA 071 3,6 mr o 4,4 mr C1aH3zN205.C4H11N 3,9mr

(nepuHponpuna apbymuHa) B Tabnetke.

MuKpobuonorudeckas YucTora
Obuwee 41cno aspobHbIX
MUKPOOPraHuamos 8 1r
O61ee YACIO APOHIKEBLIX U
nnecHeBbix rpubos s 1 r;
Escherichiacolis 1r.

[® PP Karteropus 3 A,

He Bonee 1-10% KOE/ r/mn;

He 6onee 1-102 KOE/ r/mn;
oTCyTCTBME B 1 r/ma.

meHee 1:101KOE

meHee 1-10! KOE
OTCYTCTBYET

YnaKoeKa

Mo 10, 30 Tabnetok B KOHTYPHYIO AYENKOBYHO
YNaKOBKY W3 TMIEHKM MNOAUBUHWAXNODPULHON
nubo NAEHKK
NONVBUHWUIXOPULHOW/MONUBUHUIMAEHXIOPUL,
HOM ¥ dOoNbrM  aNlOMWHMEBOM  NEYaTHOM
NaKWpPOBaHHOW.

Mnav no 10, 30 Tabnetok B KOHTYpPHYIO

AYEUKOBYHD YNaKOBRY M3 maTtepuana
KOMBUHWPOBaHHOTO  Ha  ocHoBe  donbru
(TpexcnoiHbIA marepuan, BHAHOYOWMH
3NOMUHUEBYIO donbry, NIEHKY us
OpWMEHTUPOBaHHOTO nenvamuaa,

MONMBUHUAXNOPUIHYIO  NAGHKY) ¥ donbru
aNOMUHKMEBOM NeYaTHOW NaKUPOBaHHOM.
1 1K 3 KOHTYPHBIX AYEMKOBLIX YNaKOBOK BMECTE

Mo 10 Tabnetok B KOHTYPHOM AYEiKOBOM
YraKoBKE U3 MaTepuana KomBuHMpoBaHHOro
Ha ocHOBe GOALMY (TPEXcNoMHbIN MaTtepuan,
BKAIOYAOLL M
NAEHKY M3 OPWEHTMPOBAHHOIO NOJMaMuAa,
MONIMBUHWIXIOPUAHYIO MAEHKY) W donbra
aNOMUHUEBaA NeYyaTHan NaKkMpoBaHHan.

3 KOHTYPHbIE AYEMKOBbIE YNAaKOBKK BMECTe ¢
WHCTPYKLMEN NO NPUMEHEHWIO NOMELLEHb! B
KapTOHHYIO YNaKosKy (nadky).

aNtOMUHUEBYIO donery,

Odopmneno: Ilanoeanosa H.A.

Crpannna: 1 u32
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DAPMALEBTUKA

MecTa ocyllecTeneH1a NULeH3MpYeMo# AeaTenbHocTH: 000 «OsoH», 445351, Camapckan 06, T. o. Hurynesck, r. *urynesck, yn.
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Nuuenana MuHncTepctsa MNpombiWwneHHocTY v Toprosam PO Ne N012-00102-77/00010730

C WHCTPYKUMEM NO NPUMEHEHMI0 NOMELLAKT B
KapPTOHHYIO YNaKoBKY (nayky).

MapK1poBKa

Ha KOHTYpHOW aueitkosoi ynakoske (6nucTepe)
YKa3bIBAKOT Toprosoe HaumeHoBaHue
/leKapcTBeHHOro  npenapata  (cosnapaet ¢
MEeMAyHapoaHEIM HEMaTeHTOBAHHLIM
HaMMEHOBaHMEM),  NIEKapCTBEHHYID  dopmy,
L0O3MPOBKY, HaumeHoBaHWe OepaTens
PErMCTPALUOHHOIO YOOCTOBEPEHMA ]
HaUMEHOBaHWE NPOU3BOANTENA NeKAPCTBEHHOIO
npenaparta, HOMEp Cepuu (BKAYaOWMA mecay,
W rof NpOW3BOACTBA), AATy WCTEYEHWA CPOKa
rOAHOCTM (MecaL, 1 roa).

Ha KapTOHHOWM ynakoBKe (nauyxe) ykassisaloT
TOproBoe  HaWMEHOBaHME  /IEKAPCTBEHHOro
npenapata (COBMafaeT € MEKAyHaPOAHbLIM
HeMaTeHTOBaHHbIM HaMMeHOoBaHMEM),
HanMeHOoBaHWe [epwaTtens pPerucTpaumMoHHOro
YAOCTOBEPEHUA (COBN3AaeT C HaMMeHOBaHWeM
npovssoguTens), agpec npou3BoguTeNs
/leKapcTBeHHOro  npenapaTa  (cosnagaeTr ¢
appecom Jepartens perucTpaumroHHoro
ypoctoBepeHus) (cTpaHa, obnacts, ropoa),
3/1EKTPOHHBIM afpec M CaiT NpPOM3BOAMUTENS,
NeKapcTBeHHY GOpMY, A03UPOBKY, KOAMYECTEO
TabneTok B ynakosKe, MHOOPMaUMIO O cocTase
NeKapcTeeHHOro  npenapata  (HauMmeHosaHue
[EMCTBYIOWErD BELEecTsa M ero  KOJMYEecTso,
nepe4yeHs BCMOMOraTeNbHLIX BELLECTB), HOMEp
cepuu (BrtouaowWMi mecal, U rog,
NpoW3BOACTBa), ATy UCTEYEHUA CPOKa FOAHOCTH
(ropeH 00 Mecal W rof), YCAOBMA XpaHeHWA,
cnocob npumeHeHua: «[NA MNpUema BHYTPbY,
YCNOBWA OTNYCKa, HOMEP PErMcTPauMoHHOro
YAOCTOBEPEHMSA, NOTOTUN NPOU3BOAMUTENA U/uAu
NOroTUN 3aKa3uuKa, dapm-Kog, WTPMXOBOW Kog,
ABYMEpPHbIM LUTPUXOBOM KOA C NOAHOW WM
YaCTUYHOM pacwndposKoi nHopMmaLmy,
Copepalleica B ABYMEPHOM LITPUXOBOM KOAe
Mnd  6e3 Hero, «CMOTPM WMHCTPYKUMIO 1O
NPUMEHEHMIO (nucTor-BRNAABIW)», «He
MPUMEHATb MO MWCTEYEHWM CPOKa rOAHOCTUY,
«XpaHWTL B HEAOCTYNHOM ANA LETEN MecTey.
[OononHWTEeNsHO  Ha  KapTOHHOM  ynakoBKe
(nauke) gybavpyeTcA TOProBoe HauMeHoBaHue U
[03UPOBKa C UCNoNb3oBaHMem wpubTa Bpaiaa.

Ha  KOHTYpHOI  auelikosBoi  ynaxoske

(6aucTepe) YKa3aHo: Toprosoe
HaMMeHOBaHWe NIeKapCTBeHHOro npenaparta
(cosnapaer c MeXayHapoaHbIM
HEMaTeHTOBaHHbIM HauMeHoBaHUem),
NeKapcTeeHHan dopma, [L03MPOBKa,
HaumeHoBaHKe LepsaTena
perncTpauoHHoro YOOCTOBEPEHMA ]
HanmeHoBaHuKUe nponssoanTensn

JIeKapCTBEHHOrO npenaparta, HOMEep cepuu
(BRAIOHAIOWMIA MecAaL, WM rofd NPou3BoAcTBa),
£laTa MCTeYEHWA CPOKa rogHocTu (mecay u
roa).

Ha KapToHHOit ynakoske (nauke) ykasaHo:
TOPrOBOE HaMMEHOBaHWE NEKapPCTBEHHOro
npenapata (coBnNajaeT C meayHapoaHbIm

HenaTeHToBaHHbIM HaVIMEHDBaHMEM),
HanmeHoBaHuWe Aepxartens
perucTpaurvoHHoro YAOCTOBEPEHMA
(coanap,ae'r c HaumeHOBaHUeEMm

npoussoauTens), appec npoM3BOAUTENs
(cosnapaeTr ¢  agpecom  aepwartens
PerMcTpauMoHHOro yaocTosepeHus) (cTpana,
obnacts, rOpoA), SAEKTPOHHLIN agpec u caiT
npousBoaMTens, NexkapcTseHHas  dopma,
[03MpOBKa,  KonuyecTBo  Tabnetok B
YMaKoBKe, UHbopmauua o} coctase
NeKapcTBEHHOro npenapata (HaumeHoBaHue
AEACTBYIOWEro BEWECTBA M ero KOAMYecTso,
fepeyeHb  BCMOMOraTe/IbHBIX  BellecTs),
HOMED Cepuu (BKAKOYAIOWMI Mecal W rog
NpOM3BOACTBA), AaTa WCTEYEHWMA CPoKa
rofHOCTH (rogeH A40: MecAL W roa), yenosus
XpaHeHWs, cnocob npumeHeHua: «[nA
npuema BHYTPb», YCAOBWUA OTNYCKAa, HOMEP
PerncTPauMoHHOTO YAOCTOBEPEHUA, N0rOTUN
npov3ssoauTena, Gapm-Koa, WTPUXOBOM Kog,
[ABYMEPHbIM LITPUXOBOW KOZ C YacCTUYHOM
pacwudpoBrom MHbOpMaLMH,
cofepiralleinca B [ABYMEPHOM WTPUXOBOM
Koae, «CmoTpu MHCTPYKLUMIO no
nNpUMeHeHWIo  (MCTOK-BKAaabiw)»,  «He
MPUMEHATbL MO UCTEYEHWMW CPOKa rofHOCTMY,
«XpaHWTL B HEAOCTYMHOM AN AETel mecTey.
[ononHWTeNbHO Ha KapTOHHOM ynakosKe
(nauke) npoaybAupoBaHsbI Toprosoe
HaMMeHOBaHWe ] £,031poBKa C
MCnoab30BaHWem Wpudra Gpaiins.

Cpok rogHocTH 3roga logex no: 10/2028
XpaHeHue Mpu TemnepaType He sbiwe 25 °C Bo BTOPUYHOI ynakoske (nadke).
3aknwoyeHue: CoOTBeTCTBYeT/ He cooTBeTcTByeT TpebosaHuam JM-Ne(000672)-(Pr-RU)-060422

Odopmnexo: llanosanora H.A.

HavanbHuk OKK:

(HeoBXx0aMMOE NOAHepPKHYTS)

//
/ Kupununa N.o.

Crpanuua: 2 uz 2
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CAPMALEBTUKA

Ne GMP/EAEU/RU/01313-2024

Paszpemenne

Ha BBIIYCK CEpHHU JICKAPCTBEHHOI'O IPEIIapaTa B peaid3anuio

30.447(04)
Ne 146390t Z2U. 11. 2015 r.
HaumeHnoBaHue nipenapaTta Tlepunnonpun
MeKIyHapoIHoe HenaTeHTOBAHHOE, HITH [epunponpun
TPYIIHPOBOYHOE, HIIH XHMHUUECKOe HallMEHOBaHHE
JlexapcrBeHHas Gopma Tabnetku
JozupoBka 4 mr

@opMa BRITYCKa

Tabnetky, 4 Mr (KOHTypHas sueiixosas ynakoska) 10 x 3 (nauxa

KapTOHHAs)
Howmep cepun 181125
Komuuecteo 116 686 ynakoBox
Jara Hadana MpoxU3BOACTBA 02.11.2025

Cpox rogroctu / T'ogen 1o

3 rona/10/2028

HopmaruBHas NOKyMEHTALs

JITI-Ne(000672)-(PT-RU)-060422

CepTr(HKaT KauecTBa CEpHH

14639 o1 20.11.2025

HarMeHoBaHHE TPOU3BOUTEIA

000 «O3zo0Hu»

Anpec mpou3BouTeNs (Bce CTaHH NPOH3BONCTBE,
BKIIKOYAA BBIMTYCKAIOMIMA KOHTPOIIE KAUeCTBa)

Camapckas 061, T.0. ZKurynesck, T. Kurynesck,
yi. TuppoctponTenei, 1. 6

PerucTpaunoHHOE YOCTOREPEHHE

JITI-Ne(000672)-(PT-RU)

Jarta rocy1apCTBEHHOH PErHCTpalyu

06.04.2022

HauMeHOBaHHE JeprKaTelis peruCTPalHOHHOrO
yIOCTOBEpPEHHS

000 «O30u»

Paspemense qeiCTBUTENBHO 10

10/2028

KommeHTapuu

IIpuBenennas BhlUe HA(OPMALKA ABIICTCS TOCTOREPHOH u TouHokH. CepHsl JIGKApCTBEHHOTO NpenapaTa NpousBe/eHa (BKITFOUAS YTIAKOBKY
(MapkHpOBKY) M KOHTDOJNE KadecTBa) Ha NpPOM3BOACTBEHHOM WIOIAZKE B TOMHOM COOTBETCTBHH C TpeGoBamusMu  auueHsuy, [lpasun
HAIENKAIEH TPOU3BOACTEEHHON [PAKTHKY, PETHCTPALMOHHOI0 J10Cke. 3aMHCH 110 NPOK3BOACTBY, YNIAKOBKE M KOHTPOIHO KauecTBa MPOBCPEHEL, H
YCTaHOBNEHO X COOTBETCTBYE TpeboraHmaM [IpaBun HanneKaWeH TPOHIBOACTBEHHOH NPAKTHKH.

ﬁ,[[a

[MPOOYKIIVA PA3PEIIEHA K PEAJIU3ALIMUA: O Hert
VIIoIHOMOYEHHOE JIUIIO:
Z@V\}p/ 20, 11, 1075
| / Hedenora Anacracus BanepreHa/ T,
TIOMITHCE [%(e) Jlata

=" Crpanyma: 1 3 1
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1 %™

AVAHBA TIO HAASOPY

1 A <F

«CBefeHnsa, BHeCeHHble B aBTOMaTU3NPOBaHHYIO MHPOPMaLMNOHHYIO cucteMy Poc3sgpaBHag3opa nepen BBOLAOM B
rpaxgaHckum odopoT cepun, NapTUN NekapCTBEHHbIX cpencTs/ MHdopMaumna o BblaaHHbIX PoCc3apaBHaL30pOM pa3peLlleHnax

B COEPE 3APABOOXFPAHEHMA

Ha BBOA B rpaxgaHCkun odopoT B Poccuinckonm depgepaunm cepum nam naptmm MMMyHOBMONOrM4eckoro NeKkapCcTBEHHOro
rnpenapaTa, No coctoAHUo Ha 02.05.2026 15:19»

SIYEHKOBbIE KOHTYpHEIE (3),
MaYKY KapTOHHbIE/ ~

OTBETCTBEHHOCTHIO "O30H"

(000 "Ozon")

(Y naxkoBmuk/(acoBIyK (B IEPBUUHYIO YIAKOBKY)); OO1ecTBo ¢
OrpaHUUEeHHOM 0TBeTCTBEHHOCTHI0 "O30H" (OO0 "O30H"), Poccust
(YnakoBmUK/hacOBIMUK (BTOPUYHAS/TPETHYHAS YTIAKOBKA))

IIncbma

JlaTa BHeCeHHsI B IIpousBoguTeNb Opranmsauus, Homep Howmep, nara 00
. BBINYCTHBIIAs B H3BATHH

AHC Toprosoe HaHMeHOBaHHe (BBINMYCKAOLIHHA Crpana CaeJieHHsI 0 CTaHSIX IPOH3BOACTBA HopmaTtHBHasi HOKyMeHTaIUs1 A —— cepHH, paspelueHHst Ha JIC
Poc3apaBHag3opa KOHTPOJIb) oBopoT napTHH NI (Homep,

nara)
OO01ecTBO ¢ OrpaHMYEeHHOM 0TBeTCTBEHHOCTHI0 "O30H" (OO0 "O30H"),
Iepunponpui; Tabnetku 4 O6mecTBoO € Poccus (ITpousogutess (rotopoit JID)); OOmecTBO ¢ OrpaHUUYEHHON
20.11.2025 mr 10 wr., ynakoBKu OrpaHUYEHHON Poccust otBeTcTBeHHOCTHIO "O30H" (OO0 "O30H"), Poccus JITT-Ne(000672)-(PT-RU)-060422 000 "Os0x" 181125 )




