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GO ZON Pazpewenne

DAPMALIEBTIKA Ha BBIITYCK CEpUH JICKAPCTBEHHOI'O nperapara B peaau3aluio

3.447(04)

No1083or 29 01 708 r.

Haumenopanue npenapara luppoxnoporuasun

MesxlyHapOAHOe HEeNaTeHTOBAHHOE, HITH IPYIHPOBAHHOE, TuapoxmopoTHasnj

UK XUMHYECKOE HAUMEHOBaHNE

JlexapcTBeHHas Hopma Tabnerkn

Ho3npoBka 25 mr

dopma BEITyCKa Tabnetky, 25 Mr (KOHTypHas syelikoBas ymakoska) 10 x 2
(nauxa KapToHHAx)

Homep cepun 010126

KomugecTso 153 120 ynakosox

HaTa Hagana MpoOM3BOACTRA 14.01.2026

Cpoxk rogsocTy / ToneH 1o 3 roga/ 12/2028

HopmaTtnBHas moKyMeHTaLHs JITT-Ne(009455)-(PT-RU)-270325

CepTuukaT xauecTsa cepuu 108201 25.01.2026

Hammenosanue npousBonuTens 000 «Oz0m»

Allpec npousBoAMTENA (BCE CTANMK TIPOU3BO/CTBA, BKIIOYAS Camapcras 0671., r.0. Xury:esex, r. JKurynesck,

BBIIY CKaO MK KOHTPOJb KauecTsa) yit. 'uapocTponreneit, x. 6

PerucrpauponHoe yaocroseperue JITT-Ne(009455)-(PT-RU)

Jlata rocynapcTBeHHOM perucTpalyn 27.03.2025 .

HayumeHoBaHue fepskaTeNst perkcTpalioHHOT0 YoCToBeperus| OO0 «ATomwm

Pazpemenue nefcTBUTENSHO 10 12/2028

Kommestapww T

lpuBencunas Beime uHpOPMAUKS ABACTCE NOCTOBEPHOH M TOUHOIN. Ceprst TeKapCTBEHHOTO TpenapaTa [IPOM3BeAEHa (BKIK0YAA YIAKOBKY
(MapxHpOBKY) M KOHTPOITb Ka4eCTBa) Ha NPOU3BOICTBEHHOMN MIOUANKE B TONHOM COOTBETCTEHY C TpeGOBAHMAMH JTHLEH3MH, TIpaBun Hazneskaiel
MPOH3BONCTBCHHOM NMPAKTHKH, PETHCTPALMOHHOTO JI0Cke. 3aIHCK N0 MPOMIBOACTRY, YIIAKOBKE U KOHTPOJIIO Ka4YECTBA [IPOBEPEHE], H YCTaHOBIEHO
WX COOTBETCTBHE TpeboBanmsM [Tpasun Haanexkallell IPOH3BOACTBERHOM TPAKTHKH.,

IIPOAYKIHA PASPEIIIEHA K PEAJI3ALIAN: ﬁﬂa O Her

YII0JIHOMOYEHHOE JTHIIO:
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TAPMALEBTHKA

MecTo HaxoxpaeHus: 000 «0301», 445351, Camapckan 062,
Mecra ocywecreneHun NMLeH3upyemol aeatensHoctu: 000

r. Yurynesck, yn. Mecounas, 3a.11

«O30H»,

» 445351, Camapekas o6, 1. 0. Hurynesck, r. ¥urynesck, yn.

FwapocTpoutenei, a. 6; Ten. +79874599991, +79874599992, (84862)

280-00, dakc (84862) 341-09;

TueHana Munucrepcrsa NpombineHHOCTY 1 Toprosau P& Ne 1012-00102-77/00010730

Ceptudukar kayecrsa cepuu Ne 1083 ot 29.01.2026

F'mapoxnopotnasna, Tabnerku 25 mr

Homep cepum
Oata Havyana npouW3BoAacTBa
Konuyecteo

AHa/113 BLINO/THEH N0 HOPMATHBHOMY LOKYMEHTY

TOprosoe HaumeHoBaHUe NeKapPCTEEHHOrD NPenapaTs, NeKapeTBeHHaR tbopma, fosuposka

PeructpaunoHHoe yaoctosepeHue JN-Ne(009455)-(Pr-RU)

010126

14.01.2026
153 120 ynakosok

JIM-Ne(009455)-(Pr-RU)-270325

HaumeHoBaHue nokazaTens

MeToa KoHTpons

HopmaTtuBHOE 3HaueHne

Pe

3YNLTAT KOHTRONA

Onucanue

Bu3ayanbHbli

Kpyrasle nhockoUuMAMHApUYEeCKUue TaBaeTku 6enoro
MK NOYTH Benoro useTa ¢ dhackoii u PUCKOM .

Kpyrisie nnockouunmHapuyeckue Tabnetki
Benoro usera c dbackoit u puckoii

NopnvHHoCcTs

y(D-CHEKTQDQGTOMETQHH

Y®D-creKTpsl NOroLWeHus MCMbITYeMOro pacTsopa u
pacTBopa craHaapTHero obpasuya (CO)
rMapoxnopoTMasuaa 8 obnactv ot 250 go 350 Hm
AO/KHbI UMETL MAKCUMYMbI MOMIOLLEHUA npu 273 u
323(£2 )um.

CooTteetctByeT

PactsopeHue

[P PO YO-cnexTpodoTomeTpus
He meree 70 % (Q) C7HsCIN50O.,5,
[rw,u,poxnopomaaw,qa} 4yepes 45 MuH,

100 %

PoacTseHHble npumech

B3HX
Niobas eauHuYHan Npumecs — He Bonee 1,0 %.
Cymma npumeceit — He Gonee 2,5 %.

0,060 %
0,13%

OaHopoaHoCTL 03M poBaHMA

[P PD, ciocob 2
AV<15,0%

55%

KonuuectseHHoe onpegenerue

yCD-anHTQOQOTomeTQMn

Ot 23,1 mr oo 26,9 mr C7HsCIN30,4S,
(rmapoxnopoTuasuaa), cuntas Ha CPeAHIo maccy
TabneTku.

26,1 mr

MukpoBuonoruueckas YncroTa
O6uiee uncao aspobHbix
MUWKpoopraHvsmos B 1 1;
OBLiee YUCNO APOMGKEBBIX 1
nnecHessix rpubos s 1r;
Escherichiacolis 1.

Kateropua 3 A.

He 6onee 1:10% KOE/ r/mn;

He 6onee 1-102 KOE/ r/mn;
orcyrersme B 1 r/mn

meHee 1-10" KOE

meHee 1-10" KOE

OTCYTCTBYeT

yKasbiBaioT Toprosoe HaumeHosaHue | (BaucTepe) yKasaHo: TOProsoe HauMeHOBaHMe
/IEKEPCTBEHHOrO  npenapata  (cosnajaer ¢ /IeKapcTBeHHOTO  npenapata (cosmagaer c
MEeMAYHaPOgHbIM HENaTEHTOBAHHBIM | MEMAYHaPOLHBIM HENaTeHTOBaHHbLIM
HauMeHoBaH1eMm), NEeKapCTBeHHYIO dopmy, | HaumeHosaHuem), fleKapcTeeHHas  dopma,
£,03MPOEBKY, HaumeHoBaHuWe AEBpHWaTeNs | AO3WPOBKA,  HaMMEHOBaHWe  Jepwarens
PErMCTPaLMOHHOrO YAOCTOBEPEHMUA U | perucTpaumoHHoro YAOCTOBEpEHUA u
HauMEHOBaHME NPOM3BOAMTENS /NEKAPCTBEHHOTO | HaMMeHOBaHMe npowsaop,wreﬂl

Ynakoska Mo 10, 20 Ttabnetok s KOHTYPHYI0 Aueiikoeyio | Mo 10 TabieToK B KOHTYPHOI sAYelikosoit
YMAKOBRY M3 MAEHKM NOAMBUHUAXNOPUAHON nubo YNaKOBKe M3 MAEHKM NONWMBUHWUAXAOPUAHON ¢
MNEHKK bonbru 8NOMUHUEBON neyaTHoM
MOAMBUHWAXNOPUAHON/MONMBUHNAMAEHXNOPUAHOH /laKMPOBaHHOM.
1 GONbIY aNMUHNEBOM NeYaTHOM /IBKUPOBAHHOM. | 2 KOHTYpPHble AYeliKoBble YNaKoBKW BmecTe C
Wau no 10, 20 tabretok s KOHTYPHYHO AYElKOBYIO | MHCTPYKUMEH no MeLWUMHCKOMY
YMaKOBKY W3 martepuana KOMEBMHMPOBEHHOMO Ha MPUMEHEHMIO(IMCTOK-BKAABIW) MOMelLEeHb! B
OCHOBE  d0/brK (TpexcholiHeii maTepuas, | KapTOHHYIO ynakosky (nauky),
BRAOYAIOWMA aniomuHmMeBylo honbry, MAGHKY U3
OPWEHTUPOBAHHOTO nosvamuaa,
MOMMBUHWAXAOPUAHYIO  nneHKy) W donsmw
aNIOMUHWUEBOI NeYaTHON NaKMUpPOBaHHOI.
1, 2,3, 45 6 un 10 KOHTYPHBIX S4YEMKOBbIX
YNaKoBOK smMecre c WHCTPYKLUMel no
MEAWUMHCKOMY NpUMEHEHUIO (nncTok-srnagsiw)
NOMELIZI0T B KAPTOHHYIO yNakoeKy (nauky).

Mapkuposka Ha kouTypHOM suelikosoii ynakoeke (Gawucrepe) | Ha KOHTYpPHOM AYEMKOBOM  ynakoske

Odopmneno: Benosa H.C,

Crpanuua: 1 w3 2
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OZON

DAPMALEBTHKA

Mecto HaxomaeHua: 000 «OzoH», 445351, Camapckas 064, . Hurynesck, yn. Necounan, 34. 11
MecTa ocyL|ecTENeHNA AMUEH3UPYemoil pesTenbHocTH: 000 «030H», 445351, Camapckan 0bn., r. 0. XMUrynesck, r. Murynesck, ya.
ruapocTpouTenei, 4. 6; Ten. +79874599991, +79874599992, (84862) 290-00, dakc (84862) 341-09;

NvueHsus Munucrepersa MpombiwnerHocti u Toprosau PG Ne 1012-00102-77/00010730

npenaparta, HOMEp cepuu (BKMIOYBOWMIA MECAL, U

rof, NpoW3BOACTBA), AATY © WUCTEYEHUA  CpOKa
rofHoCTH (Mecau 1 roa).

Ha KapTOHHOW yrmakoBke (nauke) yKassiBaloT
TOpProsoe HanWmeHoBaHMe NEeKapCTBERHOMO
npenapata  (cosnagaeT € MexAyHapoAHbIM
HenaTeHTOBaHHbLIM HaumeHoBaHUeM),
HaWMeHOBaHME  JE@pWaTensa  perucTpauyoHHOro

YOOCTOBEDEHUA M HauMeHOBaHWe MPOoM3BOAUTENR
/IeKapCTEEHHOrO Npenaparta, aApec Npou3soauTens

NexapcTBeHHOro npenapaTa  (cTpaHa, 06nacTb,
ropoa), 3/IEKTPOHHbINA appec " canT
NpOU3BOAMTENS, agpec AepwaTens
PErMCTPaLMORHOrO  yAocToBepeHna  (cTpaHa),

nekapcTeeHHyi0 GOpMYy, AO3UPOBKY, KOAMHECTBO
TabneToKk B ynakoBke, MHbOpMauUWio O COCTaBe

NleKapcTBeHHOro  npenapata  (HaumeHoBaHue
[eMCTBYIOWErO BEWeCTBa W €ro  KOAW4ecTso,
fnepedeHs BCNOMOraTENbHbIX BEWECTs), Homep

cepuy (BRMIOYAIOWMA MECAL, W rof, NPOM3BOACTBA),
[aTy WCTEYEHWA CPOKa roAHOCTM (rodeH 4o mecal,
W rog), cnocob npumereHws: «[na  npuema
BHYTPb», YCNOBMA XpaHeHus, YCAOBWA OTNyCKa,
HOMEp PErMCTPaLMOHHOrO YAOCTOBEPEHUA, NOTOTUN

npoussoguTens, Gapm-kof, WUTPWUXOBON  KOA,
OBYMEPHBI  WUTPUXOBOW KOZ C NOAHOW WM
YacTUYHOM pacwudpoBKOii WHhopmaumu,

copepsKalleiica B ABYMEPHOM LWTPUXOBOM KOAE
unm  bes  Hero, «CMOTPM  MHCTPYKUMEO MO
MEOMLIMHCKOMY NPUMEHEHMIO (MCTOK-BKNABIW),
«He NPUMEHATL MO WMCTEYEHWM CPOKa rOAHOCTMY,
«XpaHUTh B HEJOCTYMHOM ANA AeTel MecTen.
[LOMONHWTENBHO Ha KapPTOHHOW ynaKoBKe (nauke)
oy6nvpyetcs  TOprosoe HaumeHoBaHue u
[03MPOBKa C MCNOAb3cBaHMeM WpudTa Bpaitns.

NeKapcTBeHHOrO npenapata, Homep cepuu
(sxnroualolMit Mecal, U rof Npowu3BOACTSa),
[aTa WCTEYEHWMA CPOKa rogHocTM (mecsy u
roa).

Ha KapToHHOWM ynakoBke (mayke) ykasaHo:
TOpProBoe HaUMEHOBaHWME NeKapCTBEHHOIO
npenapata (cosmagaeT € MeMayHapoAHbIM

HenaTeHTOBaHHbIM HaumeHoBaHMeMm),
HanmeHoBaKKe Lepwarens
perncTpaLMoHHero yOoCTOBEPEHUA “
HaumeHoBaHue Npou3BoAUTENS
NIeKapCTBEHHOTo npenapara, agpec

NpoM3BOAMTENA NIEKAPCTBEHHOrO Mpenapara
(cTpaHa, 06.nacTh, ropos), 3NEKTPOHHRIA agpec
W CcaiT npousBOAMTens, agpec Aepatens
DErMCcTPaLMOHHOMO YAoCTOBepeHmua (cTpawa),
NexapcTeeHHasn bopma, [03MPOBKa,
KONMUecTeo TabneTtok 8 YraKoBKe,
MHOOPMAUMA © COCTaBe /IEKapCTBEHHOrO
npenapata (HaWMeHOBaHve JedCTBYIOLLEero
BellecTBa M ero  KO/MMYecTBo, MepeyeHs
BCNOMOraTe/ibHbIX BELIeCcTs), HOMEp cepun
(BKAIOUAOWMI Mecal, W rof Npou3BOACTBa),
[aTa MCTeueHMA CpoKa roAHocTM (rofeH ao:
mecal, u roa), cnocob npumeHedus: «[na
npuema BHYTPb», YCNOBUA XpaHEHUA, YCNOBUA

OTMYCKa, HoMep perueTpaLMoHHOro
YAOCTOBEPEHWA, NOTOTUN  MPOM3BOAUTENA,
Gapm-Kog, WTPUXOBOW KO, ABYMEpHbINA

WITPUXOBOM KOZ, € 4aCTUHHOWM paclundposKoi
uHGOPMaLMK, CoAepHalleinca B ABYMEPHOM
WITPUXOBOM KOAg, «CMOTPM MHCTPYKLMIO MO
MeaMLMHCKOMY NPUMEHEHWIO (nucTok-
gKnagpiw)», «He nNpUMeHATb NO MCTEYEHUM
CpoKa TOLHOCTM®, «XpaHUTb B HEAOCTYNHOM
OnA peTel mecTen.

[ONOAHWTENBHO HA KapTOHHOW  ynakoBke
(nauke) nponyBnuposaHs! Toprosoe
HauMeHOoBaHue u [03MPOBKa c
ucnonsaosaHvem WpudTa bpaina.

CpoK rogHOCTH

3rona

Fopex no: 12/2028

XpaHeHue

Mpwu Temnepatype He Bblwe 25 °CB KapTOHHOM ynaxkoske (nayke).

3aK/ioueHMe; COOTBETcTByeT/ He cooTeeTcTByeT TpeboBaHuaAm JIN-Ne2(009455)-(Pr-RU)-270325
(HE0BXOAWMOE NOA4EPKHYTH)

Odopmneno: Benosa H.C.

2

HavyanbHuKk OKK:

7 Tk

puanHa /1.9,

Crpasuua: 2 u3 2




«CBefeHnsa, BHeCeHHble B aBTOMaTU3NPOBaHHYIO MHPOPMaLMNOHHYIO cucteMy Poc3sgpaBHag3opa nepen BBOLAOM B
rpaxgaHckum odopoT cepun, NapTUN NekapCTBEHHbIX cpencTs/ MHdopMaumna o BblaaHHbIX PoCc3apaBHaL30pOM pa3peLlleHnax
P e e B Ha BBOJ, B rpaxgaHckum odopoT B Poccumnckonm degepauyum cepum nav naptmm MMMyHOdOMOI0rM4eckoro 1eKkapcTBeHHOro
PEAEPAALHAR CAYAREBA T1I0 HAASOFPY npenapaTa, N0 COCTOAHMIO Ha 27.02.2026 12:43»

B COEPE 3APABOOXFPAHEHMA

IIncema
Opranu3ansst 00
JlaTa BHeceHHsI B IIpousBoguTeNb P! Hsl, Homep Howmep, nata
. BBINYCTHBIIAs B H3BATHH
AHC Toprosoe HaHMeHOBaHHe (BBINMYCKAOMIMH Crpana CaeJieHHs 0 CTaAHSAX NPOH3BOACTBA HopmaTHBHasi HOKyMeHTalHs1 EO— CepHH, paspelieHHs Ha JIC
Poc3gpaBHamzopa KOHTPOJIb) paa MapTHH HJIII
obopot (Homep,
mara)
OO01wecTBO ¢ OrpaHMUYeHHOM 0TBeTCTBeHHOCTHI0 "O30H" (OO0 "O30H"),
T'uppoxsopoTrasug; TadneTKu O061mmecTBO ¢ Poccus (ITpoussoguresns (rotoBoii JI®)); OOwecTBO ¢ OrpaHUYEHHON
) 1 ) o " " (O " " P
29.01.2026 5 1\:[1“ 0 WT., ynakoBKU OrpaHUUEHHOMN . . Poccust otBeTcTBeHHOCTHIO "O30H" (OO0 "O30H"), Poccus JITT-Ne(009455)-(PT-RU)-270325 000 "Oson" 010126 )
SIYENKOBbIE KOHTYpPHBIE (2), OTBETCTBEHHOCTHIO "O30H (Y maxoBmUK/hacoBmMUK (B IEPBUYHYIO YIIAKOBKY)); O0mecTBo ¢
MAYKH KapTOHHBIE/ ~ (000 "Oz0H") OrpaHuueHHoM oTBeTCTBeHHOCTHIO "O30H" (OO0 "O30H"), Poccus
(VmakoBmUK/hacoBIMUK (BTOPUUHAS/ TPETUYHAS YIIAKOBKA))




