suuensus Ne 00176-JIC

Oo
COZON

TALEBTIMA

GMP/EAEU/RU/01032-2023

Ha BBIITYCK CEepHUU JIEKApPCTBEHHOI'O IIperiapara B peanuzaiuro

Pa3zpemenne

30.447(04)

Ne 1642 o1 07 mas 2025 r.

Hanmenosanne npenapara

Buconponon

Mexanynapontoe Henatentosannoe, IPYNIHPOBOYHOE,
WIH XHMHYECKOE HaMMEHOBaHHe

Buconponon

JlexkapcTeennas gopma

Ta6netku, NOKpsITHIE IIEHOYHOM 060I09KOR

Ho3upoBka

S wMr

®opma BbITycKa

Tabnerku, MOKpsITHIE MWIEHOYHO 0605109K0H, 5 Mr (KOHTypHast
A4eiikoBas ynakoska) 30 x 1 (nauka KapTOHHas)

Homep cepuu 320425
Kosraectno 233 664 ynakoBok
Hara Havana npomsBoscTRa 17.04.2025

Cpok rognocts / Tonen no

3 rona/ 03/2028

HopmarueHas nokymentamus

JITT-Ne(002413)~(PI'-RU)-260523

Ceptudukar kavectsa cepun

1642 ot 07.05.2025

HaumeHoBanue MPOU3BOAUTEIIA

000 «O30u Dapmy»

AJIpec MpOM3BOAUTEA (BCe CTAAMH NPOH3BOACTBA, BKIIOTAs
BBIITY CKaK LM KOHTPOIIb KauecTBa)

Camapckas 0611, T. 0. TombaTTH, Tep. O93 IIT, markctpans
3-1,31. 11, c1p.1

Peructpaunonnoe YAOCTOBEpEHHE

JITT-Ne(002413)-(PT-RU)

Hata rocynapcteeHHOIH perucTpaumn

26.05.2023 r.

HanmeHoBsarue nepxatens perncrpaunontoro YAOCTOBEpeHus!

000 «ATommy

Paspemmenue neiictBHTeNbHO 10

03/2028

KommeHTapuu

Ipueenennas Bbiwe nudbopMauns ssnsercs JIOCTOBEPHOH M TOYHOM.

CepHs ekapcTBeHHOro Mpenapata Npou3BeeHa (Bkmovas YMaKOBKyY

(MapkupoBKy) W KOHTpONb KauecTsa) Ha MPOU3BOLCTBEHHOH MUIOWANKE B MONHOM COOTBETCTBHM C TPeGOBAHHUAMEH nuuensuy, Ilpasun
HalUIeKAWEH NPOH3BOACTBEHHOH NPAKTMKHM, PEFHCTPALMOHHOTO AOChE. 3amUCH Mo TNIPOH3BOACTBY, YNaKOBKE W KOHTPOMIO KayecTsa
TIPOBEPCHDI, M YCTAHOB/ICHO HX COOTBEICTBHE TpeGoBanmsM [TpaBui HAIeKaLIeil TNPOU3BO/ICTBCHHOMN IPAKTHKH.

[IPOAYKIINA PA3PELIIEHA K PEAJIN3ALIMNA

Ynonaomouennoe JIMIIO:
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GAPMALIEBTYXA

buconponon,

@ OZ O N Mecro Haxomgenus 000 «O30H dapm»: 445043, Camapckan oba., r, 0,
7 Mecra ocywecrsnenpa JMueH3Mpyemoii aeatenbHocTh 000 «Oaon &
34, 11, ctp.1. Ten.cor.: +79874599993, +798774599994

Cepudukar ka':l‘ECTB‘a cepum Ne1642 ot 07.05.2025

TonwbaTTy, Tep. 033 ANT, marucrpans 3-a, 34. 151, erp.d.
apm»; Camapckan o6, r. o, Tonvarry, Tep, 033 NAT, marucrpans 3.5 °

JueHauna Munuc}epcrea NpombIwaeHHOCTH U Toprosnu Pd. Ne 00176-AC

1

Homep cepun
[ata Havanan pousBogcTea
Koauvecrso

AHanus BoinoaneH no HOpMaTUBHOMY AOKYMEHTY *

Tab/IeTK1 NOKPbLITbIE NNEHOYHOI] 060s104K0I1 -5 mr

$opma,

Top! paTa,

320425
17.04:2025
233 664 ynaxkoBsoK-

PerucTpaumoHHoe yaoctosepenme IN-Ne(002413)-{Pr-RU)

HanmeHosaHue nokasarens

Metoa koHTposs

Hopmatnenoe 3HaYyeHue . s

JIN-N2(002413)-(Pr-RU)-260523

Pesyabrar KOHTpO;nﬂ

Onucaxne

BusyansHbiif

Kpyrabie ABOAKOBLINYKALIE TabNETKY, NOKPLITbiE
NAGHOYHOM 050A04KON Benoro uau nouty 6enoro’
useta. Ha nonepeuHom paspese sugHbl ABa‘cnos —
AApo 6en0ro uan noutn 6enoro UBETa 1 nAeHouHaA" |
060/104Ka. -

Kpyrawie ABOAKOBbIMYKAbIE TABNETRY, NOKpbITbIE
" nneHowHoii o6oaoukoii 6enoro ysera. Ha
NonepeyHom paspese BUgHL! ,qéa CAOA = AAPO
6enoro Leera u.nieHoYHas oBonouxa,

NogavHHoCTL

BIMX

Bpemena ypepwuBanns  nukos 6uconporona u

PYMapoBoli KUCAOTHI Ha XpomaTtorpamme McnbiTyemoro
PactBopa  4o/KHbI  COOTBETCTBOBATL | BpemeHam
YAEPHUBAHUA nUKOB Buconponona ¢dymaposoii
KUCAOTHI  Ha  xpomaTtorpamme pactBopa  CO
6uconpornona ~ ¢ymapara (pasaen «Koauvecrsenmoe
onpegencHuer). : :

Coorsercrayer

PactBopenue

[P P, BIKX R
He meHee 75% (Q) (C18H31NOL)2xCsH404 (6uconponona

dymapara) yepes 45 mun.

96 % :

Popcreentble npumecy

BaHX

Mpumeck K~ He Gonee 0,5 %. -
Npumecy G —~ He 6osee 0,5 %.

Mpumece L— He 6onee 0,5 %.

lpumeck A — He Gonee 0,3 %.

Mpumecs E—He Gonee 0,2 %. .

EaMAnYHan HengeHTUUUMPOBAHHAA npumech — He
6onee 0,2 %. - :

He oBHapyseHo -
He o6uapymeHo
0,03 %
..He o6Hapymeno

- He obHapyxero

He o6napymero
\
|
l
[

Cymma npumeceii ~ He 6onee 2,0 %. 0,05 %
OAaHopoaHoCTL A03MpPOBaHUA [P P, BIXKX (criocob 1) . : N
AV$15,0% 8,9 %
KonuuecrsenHoe onpepeneHue B3aX ‘
4,78 mr

074,50 10 5,50 mr (C1sH31NO4),xCaH,0, (6uéonpqnqna
¢$ymapara) B TabneTke. .-

Mukpobuonoruyeckas uncrora:
O6uwee Yicno aspobHbix
MWKDOOprawnsmos B 1 r;
O6uwiee Uncao ApOHHEBLIX U
NAecHeBbIX rpubos 8 1 1;
Escherichia colis 1.

[® P, Kateropua 3 A

. ‘He Gonee 1-103 KOE/ r/mn;

He 6onee 1-102 KOE/ r/mn;
otcyterave 8 1 r/ma.”

Menee 1-101 KOE

-Mehee 1:101 KOE
oTCyTCTBYET

Ynakoska Mo 10, 25, 30,-50 Tabnevok B KOHTYPHYIO Aueiikosylo | Mo 30 TabnetorR & KOHTYPHO!| AueiikoBol
YNZKOBRY M3 NACHKM NONMBUHUAXAOPUAHOH nuBo YN3KOBKE M3 NAGHKYM NMOAWBUHUAXNOPUAHON K
NAeHKK . o donbru anlomuKuesoit nevaTHoi IakUpoBaHHOH,
ROANBUHUAXNOPUAHON/NOAMBURNAMACHXAOPUAHONH . 1 .1 KOHTYpHas suveiioBas ynakosHa ‘BMECTR €
$osLrY anMUHNeBo Ne4aTHON NakMpPoBaHHOM, UHCTPYRUMER No MeauLMHCKoMy npumeHeHmnio
Mam no 10, 25, 30, 50 Tabnetok a KOHTYDHYIO | (AucTok-BKAdAbIL) nomeleHa B | KapToHHYlo
fAdelikosyio YNaKoBKy. us MaTepuasia | ynakoswy (nauxy). :
KOMBWHUPOBAHHOIO Ha ocHOBe donsru (tpexcnoiimbiii )
Marepuan,  BRMOYAlOWMH  anomuHKesyio donvry,
nagHKy us OpPMEHTUPOBAHHOMD noAnamuaa,
NOAMBUHMAXNOPUARYIO nnexKy) " donbry
aNOMUHUEBOI NEYaTHOM NaKMPOBaHHOI, - .
1,2,34,56,7,8 9 um 10 KOHTYPHbIX AYelKoBbIX
- YMIGKOBOK BMECTe € UHCTPYKuMel o MeAnLMHCKomy .
npuMeHeHuo  (McToK-BrAaAbIL) nomeuwawr g
KapTOHHYIO yakoeky (nauky).

Mapkuposka Ha  KkoWTypHoli  sueiikosol ynanoske {6auctepe) | Ha. KOHTYpHOIt AYeliKosoli ynakoske .(6aucrepe)

YKa3bIBaIOT TOprosoe HanumeHosaHue JIEKAPCTBEHHOro

YKa3aHo: Toprosoe HanMeHoBaHue

Odopmneno: Benosa H.C,

CTpa;mua: Ims2




22)

g MecTo HaxoxaeHua 000 «O30H Gapm»: 445043, Camapckan obn., r.
» OZON

0. TonbATTH, Tep. 033 MNT, maructpans 3-, 34. 11, cTp.1.

~ MecTa oCyLWecTBAEHUA NMLEH3UPYEMOil AEATENILHOCTH 000 «O30H ®apmy»: Camapckan o6, r. 0. TonbaTTH, Tep. 033 NNT, maructpans 3-a
GAPMAUEBTMA 35 11 crp.1. Ten.cor.: +79874599993, +798774599994

JnueHsua Munncrepcrsa MpombINeHHOCTH ¥ Toprosau P® Ne 00176-1C

npenapara (coBnapaer c MEXAYHAPOAHLIM
HENaTeHTOBAHHLIM HaUMEHOBAHWEM), NeK3PCTBEHHYIO
¢opmy, AO3MPOBKY, HAUMeHOBaHue  AEpKaTens
PerucTpaLUMOHHOTO YAOCTOBEPEHUA U HaUMEeHOBaHWe
NPOU3BOAMTENA /NEKAPCTBEHHOMO npenapaTa, Homep
cepum (BKMIOUIOWMIA MECALL U FO4 npoU3BOACTBA), AATY
UCTeYeHWA CPOKA rOAHOCTH (Mecau, v roa).

Ha KapTOHHOI ynakoBke (nauKke) yKaswblBaioT TOProsoe
HaUMEHOBaHMe NIEKAPCTBEHHOrO Npenapara (cosnasaer
c MEXAYHAPOAHBIM HENaTeHTOBAHHbIM
HauMeHOBaHUem), HaumeHoBaHUe aeparens
PerucTpaLMoHHOrO YAOCTOBEPEHUA U HauMeHoBaHWe
NPOM3BOAMTENA /NIEKAPCTBEHHOrO npenapaTa, aApec
NpoM3BOAUTENA NEKApPCTBEHHOTO npenapata (cTpaHa,
o6nactb, ropoa), aapec AepwaTens perucTtpauuoHHoro
ypocToBepenua (crpaHa) (Ana NN0OWaAKK 000 «030HY),
HauMeHoBaHue Aepxarens perncTpaumoHHoro
YAOCTOBEPEHUS W HAMMEHOBaHME NPOM3BOAUTENA
NeKapcTBEHHOTO ' npenapara, aapec Npou3BOAWTENA
NekapcTBeHHoro . npenapata  (cTpana,  obnacts,
ropoACKOMN OKpYr), appec Aepxarens
PerucTPauMoOHHOMO  YAOCTOBEPEHWA (ctpana) (ana
naowagku 000 «030H Papm»), 3NEKTPOHHbIN aapec U
CaliT  NPOM3BOAUTENA,  JIEKAPCTBEHHYIO dopmy,
AO3MpOBKY, KonuuecTBo Tabnetok B ynakoBke,
MHOPMALMIO O COCTaBe NeKAaPCTBEHHOrO npenapata
(HaumeHoBaHWe AEWCTBYIOWIErO Bewectsa u  ero
KOAMYECTBO, MepeyeHb BCNOMOTaTe/ibHbIX BewecTs),
HOMEp Cepuu  (BKlOualOWMi  MecAl M TOA
NPOU3BOACTBA), ATy UCTEYEHWA CPOKA FOAHOCTH (roaeH
[O: MeCAl, M TO4), YCNOBUA XpaHEHWS, cnocob
npumeHerna: «inA npuema BHYTPbY, YCA0BUA OTNYCKA,
HOMEp PerucTPauMOHHOrO YAOCTOBEPeHWA, NOToTHN
npov3soauTens, bapm-koga, LTPUXOBOM Ko,
ABYMEpHbIA WTPUXOBOW KOA, € MONHOW MAM YaCTU4HOW
pacundpoBKON  MHPOpMaLMK, coaepallenca B
[BYMEPHOM WTPUXOBOM Koae WAk 6e3 Hero, «CmoTpu
MHCTPYKLMIO MO MEAULMHCKOMY NPUMEHEHNIO (IUCTOK-
BKA3AbIW)», «He npUMeHATb MO WCTeYeHWW CPOKa
FOAHOCTU», «XPaHWTe B HEAOCTYNHOM ANA aeren
mecre».

LlonONHUTENBHO Ha KapToHHOM ynakoeke (nauke)
Ay6AvpyeTca TOproBoe HaMMeHoBaHWe 1 A03WPOBKa C
Ucnonb3oBakuem wpndTa bpains.

NeKapCTBEHHOro npenaparta (cosnapaer ¢

MeXAYHAPOAHbIM HenaTeHTOBaHHbLIM
HaumeHoBaHWeMm),  neKapcTBeHHas  $opma,
A03UPOBKa, HauMeHOBaHue Aepxarens
PEerucTpaLmoHHOro YAOCTOBEpEHUA "

HauMeHOBaHMe NPOU3BOAMTENA NEKAPCTBEHHOro
npenapara, HOMep Cepuu (BKAIOHAIOLLMIA MECAL 1
ro4 NpOM3BOACTBA), AATa WCTEYEHUH  CPOKa
roAHOCTH (MecAL, U roa).

Ha KapTOHHO! ynakoBke (nauke) ykasao:
TOProBoe  HaWMeHOBaHWe  NIEKAPCTBEHHOrO
npenapata (COBNajaeT  C MEeXAYHapOAHbLIM
HenaTeHTOBaHHbLIM HauMeHOBaHWeMm),
HaWMEHOBaHWe AepwaTens PerucTpauuoHHoro
YAOCTOBEPEHUA n HaumeHoBaHue
NpPOM3BOAMTENA  /IeKapCTBEHHOTO  npenapara,
agpec npov3BoauTena NNeKapCTBEHHOTO
npenapata (cTpaHa, 061acTb, rOPOACKOM oKpyr),
agpec faeparena perucTpauuoHHOro
yaoctoBepeHus (CTpaHa), 3/1eKTPOHHBIA aapec v
caifT NpoM3BOAMTENA, NeEKAapCTBEHHaA (OPMa,
[103UpOBKa, KONWYECTBO Tabnetok B ynakoBKe,
uHpopmauus O  coCTaBe  /IeKapCTBEHHOro
npenapata  (HaumeHoBaHMe  AEACTBYIOLLErO
Bewlectea M ero  KOAMYecTso,  NepeuyeHs
BCMOMOraTeNbHbIX  BELYeCTs), HOmep cepuu
(BKAIOHAIOLLMIA MeCAL, U roA NpOM3BOACTBa), AaTa
UCTEYEHUA CPOKA roAHOCTY (rogeH A0: Mecau u
fOA), YCNOBMA XPaHEHUR, CMocob npuUMeHeHWA:
«[INA NpyUema BHYTPbY, YCAOBMA OTNYCKA, HOMep
PErCTPaUMOHHOTO  YAOCTOBEPEHUA,  N1I0roTUn
npoussoauTens, Gapm-Koa, WTPUXOBOW  KOA,
[ABYMEpHbI/i  LITPUXOBOM  KOA  C YaCTUYHOI
pacwupoBKoit uEpopmaumm, copepxalleica 8
ABYMEPHOM  WTPWX0BOM  KoAe,  «CmoTpu
MHCTPYKUMIO MO  MEAULMHCKOMY MPUMEHEHMIO
(nucToK-BKNaAbIW)»,  «He  NPUMEHATb  no
UCTEYEHUU CPOKa [OAHOCTMY, «XpaHuTb B
HeAOCTYNHOM AR AeTel mecTe.
[LONONHWTENBHO Ha KAPTOHHON YnakoBke (nauke)
npoAy6avpoBaHbl TOProsoe HauMeHoBaHue W
A03MPOBKa C NCNOAb30BaHWEM WphdTa Bpaina.

Cpok rogHoOCTV

3roaa

Fogex ao: 03/2028

XpaHeHue

B 3alMLIEHHOM OT CBETa MeCcTe Npu TemnepaType He Bbiwe 25°C.

3aK/IoueHHe: COOTBETCTBYET/ He cooTBeTcTByeT TpeboBaHMAM IN-Ne(002413)-(Pr-RU)-260523

Odgopmnero: Benosa H.C.

EODX0ANMOR NOAYEPKHYTD)

HayanbHuk OKK:
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" /Kyauna O.H.
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GEAEPAALHAR CAVXBA 10 HAASORY
B COEPE 3APABOOXPAHEHNS

«CBefieHnA, BHeCeHHble B aBTOMaTU3NPOBaHHYI0 MHMOPMaLMOHHY0 cuctemy Poc3gpaBHag3opa nepef BBOL4OM B
rpaxaaHcknim odbopoT cepuii, NapTuin NeKkapcTBeHHbIX cpeacTe/ NHopmMayuma o BblAaHHbBIX POC3apaBHaA30pOM pa3peleHnax
Ha BBOJ, B rpaxAaHckunin odopoT B Poccuinckon ®egepaumv cepum nam naptTmm MMMyHOBMONOrM4eCcKoro eKapCTBeHHOro

rnpenaparta, no COCTOAHMIO Ha 26.09.2025 15:57»

YHAKOBKH AYEAKOBbIE
KOHTypHbie (1), nauku
KAPTOHHbIE/ ~

Papm" (000 "O30n
Dapm")

Poceust (Y nakouwr/(pacoBiux (B nepsrynyo ynakosky)); Obwectso ¢
OrpaHMUeHHOM OTBETCTBeHHOCTHIO “O30n ®apm” (000 "O3o0n ®apm”),
Poccus (Y naoBumk/pacoBuMk (BTOPHUHAS/ TPETHUHAA YNAKOBKA))

[Mara suecenus B Tpouszsoantens Opranmusauns, Homep Homep, nata Tincuien 06
AHC To . N i BbINYCTHBIIAS B N i napaTun JIC
> ProBoe HAHMEHOBAHHE (BbITYCKAIOUHI Crpana CaejieHnst 0 CTAAHAX NPOH3BOACTBA HopmaTHBHASI NOKYMEHTAUHS o I cepHH, PA3pPeIICHHs HA (i5owiep
Pocanpasuansopa KOHT] ’
pe - poas) P obogor napTHH AT
Buconponon; rabaerkn, OBuiecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO0 "O308 Papm” (OO0
NOKPHIThIE [UICHOYHOM OBWecTBo ¢ OrpaHHYeHHON "Oson ®apm”), Pocens (Ilponssoautens (rotosoit JId)); Obmectso ¢
- I S— A e R i "0 it
07.05.2025 obonoukoit 5 mr 30 wr OTBETCTBEHHOCTHIO "O30H Poccust OrpaHHYEeHHOM OTBETCTBeHHOCTHI "O30H ®apm” (000 "Oson ®apm”), JI0-Ne(002413)-(PL-RU)-260523 000 "O301 Gapu” 300425




