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0 OZON Paspewenne

@ JInuensus Ne J1I012-00102-77/00010730

DAPMALIEBTUKA Ha BBIITyCK CEPUH JICKAPCTBEHHOI'O IIp€rnapaTta B peaIH3alHIo
3.447(04)
30. 09 2025
Ne 12217 ot e R,
Haumenoanue npenapara Ksetnanun
Mesiaynaponnoe HenaTenToBaNHHOE, UH TpYNMUPOBOYHOE, Ksetnanun
WM XHMHYECKOE HaUMEHOBaHHE
JlexapcteeHHas bopma TalAEeTKH, NOKPBITHIE MIEHOYHON 060N0UKO
Jlo3nposka 200 mr
Dopma Beinycka TabaeTKH, NOKPHITBIE MICHOYHOM obonoukoit, 200 Mr
(KOHTYpHas sueiikoBas ynakoska) 30 x 2 (nmayka kapToHHas)
Homep cepun 300925
Konuyectso 12 908 ynakosox
Mata Hauana npoussonctea 13.09.2025
Cpoxk roaxocty / Tozen 1o 3 rona/ 08/2028
Hopmarushas noxymenTauus JITI-Ne(004607)~(PI'-RU)-140224
CepTuéukar kauecta cepun 12217 o1 30.09.2025
Haumenosanune nponssoaurens 000 «O30n»
Anpec npounssonuTens (Bce CTaauu NpoOU3BOACTBA, BKJIOYAs Cawmapckas o611., r.0. JKurynesck, r. JXurynesck,
BBIMYCKAIO WM KOHTPOIb KauyecTsa) ya. l'ugpoctpouteneii, 1. 6
Peructpaunonnoe YAOCTOBEpEHHE JIT1-Ne(004607)-(PT-RU)
Hata rocynapcreenHoit perucTpaunu 14.02.2024 r,
Haumenosanue nepxarens PErucTpauroHHoro ynocrosepenus| OO0 «ATtomny
Paspewenne neitcteurensho 1o 08/2028
Kommenrapuw

Ipusencuxas Boiwe uHpopMauns sBasercs LOCTOBEPHOH u TO4HOM. Cepus /ICKApCTBEHHOTO Mperapata NpoM3BeneHa (BKMOUYas
YNaKOBKY (MapKupoBky) u KOHTPOJIb Ka4eCTBA) Ha [POU3BOACTBEHHOM MJIOUIA/IKE B MONTHOM COOTBETCTBUU C TPeGOBAHHAMH [TULIEH3MH,
[paBun rannexauweit TIPOM3BOACTBEHHOMN NPAKTHKH, PErHCTPALMOHHONO A0Che. 3anucu no TIPOU3BOACTBY, YNAKOBKE M KOHTPOJIIO KayecTsa
NIPOBEPCHBL, H YCTAHOBICHO MX COOTBETCTBHE TpeGoBanmam [pasun naunexaueii NPOH3BOACTBEHHOMN MPAKTHKK.
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WAPMAUESTHKA

KeetuanuH, Tabnetku nokpbitble nieHo4HOM 060/104Kol 200 Mr

Mecro Raxomaerua: 000 «O30n», 445351, Camapckan o6a., . Murynesck, yn. Necounan, 34, 11
MecTa ocywecTsnenua AMUeH3NpyemMon AeatenbHocTn: 000 «O30H», 44535
Tmapocrpourenei, 4. 6; Ten. +79874599991, +79874599992, (84862) 290-00

1, Camapckan oba., 1. 0. Murynesck, r. Murynesck, yi.
, aKc (84862) 341-03;

Jlunersna MuHucrepcTsa fpombILneHHOCTY 1 Toprosau PO Ne N012-00102-77/00010730

Ceptndukar kauectsa cepuu Ne 12217 o1 30.09.2025

Homep cepun
[arva Havana npoussoacTsa
Konavyecrso

AHanM3 BLINOAHEH no HOPMITVBHOMY AOKYMEHTY

TOpProooe RaUMEHOBaHWe NEKAPCTBEHHOIO pavs,

dopma,

PerucrpaunorHoe yaoctosepenme NN-Ne(004607)-(PT-RU}

300925

13.09.2025
12 908 ynakosok

/1N-No(004607)-(Pr-RU)-140224

HaumeHosaHue noxasarenn

MeTon KOHTPOAA

HOpMBTMBHOE 3HayeHue

PesysabTaT KOHTPOAA

Onucauue Buavanshbii
Rpyrable ABosKkoBbINYKAbIe TabneTsy, nokpbiThie | Kpyrable ABOAKOBbINYKABIE Tabnetky,
nneHouHoM 060nouKol  6enoro  uAM  nouTH MOKPLITHIE  NAGHOYHOM oBonoukol  Benoro
Benoro ugeta. Ha nonepeuHom paspese BuaHO useTa. Ha nonepeuHom paspese smgHO RApO
AAPo nouty 6enoro useta. Henoro usera.
MNognuHHoCTL BIXX
Bpems ynepmuBaHUA OCHOBHOTO MMKa Ha
Xpomatorpamme UCNBITYEMOrO pacrsopa
AOJKHO COOTBETCTBOBATL BpPEMEHM CooTsercrsyeTr
YAEPMMBaHMA n1Ka KBeTUanuHa Ka
XpomaTorpamme pacTsopa CTaHAAPTHOrO
obpasuya (CO)} keetuanuxa dymapara (pasgen
«KosimyecteHHHOe onpegenexunen).
PacTsopenue [P PP, BIMX
He menee 70 % (Q) Ca1H2sN30,S {kBetnaniHa) 103 %

yepes 45 muH.

PoacreeHHble npumecy

BIMX
Jiiobas eauHuuHas npumecs — He Gonee 0,2 %.
Cymma npumeceit — He Gonee 1,0 %.

He oBHapyskeHo
He obHapymeHo .

OAHOPOAHOCTL fO3UpPOBAHMUS

['d PP, cnocob 2

AV<15,0%. 34%
KonuyectseHHoe onpesienenve | BIMX )
or 18500 go 21500 wmr C21H25N30,S 196,7 mr

(kBeTURNWHA) B TabaeTke.

MuKpo6uonoruyeckas yuctota
O6uwee yucno aspobHbIX
MUKpPOOpPraHuamoBs B 1 r;
O6uyee YMCNO APOMIKEBLIX U
naecHesuIX rpuboe s 113
Escherichia colis 1 1.

[P PO, Kateropus 3 A,

He 6onee 1-103 KOE/ r/mn ;

He 6osee 1-102 KOE/ r/mn ;
oTcyTcTeme 8 1 r/ma.

meHee 1-10' KOE

meHee 1-10" KOE
oTeyTCTBYET

Ynaxoska Mo 10, 20, 25, 30 unu 50 Ta6/1eTOK B KOHTYPHYI0 | Mo 30 Tabretor & KOHTYPHOI sueiikosoil
AYENKOBYIO YNaKoBKy u3 MAGHKKM | YNaKOBKE U3 NNEHKM NOAMBUHUAXNOPUAHON U
NONMBUHWUAXA0PUAHONR, Anbo nnexku | doabru anioMyHUeBoH neanHoﬁ
noausuHUNXnopuaHOl/ NEKUPOBaHHON. ‘
NOAMBUHWNMAEHXAOPUAHOM "u Qonbr | 2 KOMTYpHble sueliKoBbie YNaKOBKU BMecTe ¢
NOMUHMEBOW NeYaTHOM NaKMPOBAHHOIM. MHCTPYKUMEl N0 MeANUUMHCKOMY NPUMEHEHUIO
Mau no 10, 20, 25, 30 uan SO TabneTox e NOMeLEHb! B KAPTOHHYIO YNaKoBKY (navky).
KOHTYPHYIO AYE/KOBYIO YNaKoBKY W3 maTepuana X
KOMGMHMPOBAHHOTO  Ha  OcHOBE  $OABMM
(TpexchoiiHbiil marepuan, BRAIO4AI0WWMIA |
aNOMUHMEBYIO donbry, NNGHKY us |
OPUEHTUPOBAHHOrO nonavamunaa, ‘
NOAMBUHUAXNOPUAHYIO  MAEHKY) M donbru
aMOMUHUEBON NeYaTHON NaKUPOBAHHOIA.

1,23 4,5 6,7, 8 9 v 10 KOHTYpHbIX
AYEKOBLIX YNAKOBOK BMECTE C UHCTPYKUMaii no
MeAMUMHCKOMY NPUMEHEHMIO ROMeWaT &
KaPTOHHYIO YNaKosKy (nauky). .

Mapkuposka Ha KonTypHOIt Auelikosoit ynakoske (Baucrepe) | Ha KOHTYPHOW  sYeikosoit ynaxéal-(e
YKa3bIsaioT Toprosoe HanmeHosaHve | (6aMcrepe) ykasaho: TOprosoe HaumeHOBaHKe
7IeKapCTBeHHOrC  Npenapata  (COBMajaeT C | /IGKAPCTBEHHOTO npenapara  (coBmagaer ¢
MeXOYHapOAHBIM HENaTRHTOBAHHKLIM | MemAyHapoaHbIM HEMNaTEeHTOBIHHbLIM

Odopmneno; lllabacsa A.A.

Crpannua: 1 32
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Mecro HaxomaeHus: 000 «O30H», 445351, Camapckan o6a., r. Hurynesck, yn. Necouynas, 34, 11
Mecra ocywecrsnenus nuueH3npyemoit geatensHoctu: 000 «O:
mapocrpoureneii, a. 6; Ten. +79874599991, +79874599992, (8

30H», 445351 , CamapcKas oba., r. 0. Murynesck, r. Xurynesck, yn.
4862) 290-00, darc (84862) 341-09;

Juensna MuHucrepcrsa MpombitneHHOCTY 1 Toprosau P® Ne 1012-00102-77/00010730

HaMMEHOBaHWEM),  NeKapCTBEHHYIO dopmy,
£031POBKY, HauMeHOBaHue Aepwarens
perucTpaumoHHoro YAOCTOBEpEHUA "

HanmeHoBaHue npoussogurens NNeKapCTBEHHOro
npenapata, Homep cepun (BKAloYaloWNi mecay
W rOA NPOU3BOACTBA), AaTY WCTeueHMR cpoka
rogHocTv (Meca 1 roa).

Ha KapToHHOI ynakoske (nauke) yxasbisator
TOPrOBOE  HAUMEHOBAHME  NIeKapPCTBEHHOro
npenapata (CoBMajaeT €  MeMAyHapoAHbIM
HENAaTeHTOBAHHKbIM HauMeHoBaHuem),
HaMMeHOBaHue [epaTens pPerucTpauMoHHoOro
yaocTosepexus 7 HaumeHoBaHue
MPOM3BOAMTENR  /IeKapCTBEHHOrO npenaparta,
agpec npoussogutens JleKapCTBeHHOro
npenapara (cTpaHa, obnacrs, ropoa),
3NIEKTPOHHLIM agpec u caitT npoussogurens,
agpec nepxatens PerucTpaumnoHHoro
YAOCTOBEPeHMA  (cTpaMa),  nexapcTaeHHyio
opMy, [03MPOBKY, KOAMYECTBO TabneTox ]
YNaKoBke, uHbopmaumio o cocrase
/IeKapCTBEHHOrO  npenapata  (HaumeHoBaHue
AeNCTBYIOWEro BewecTsa v ero KOAMYECTBo,
Mépe4eHb BCMNOMOraTeNbHbIX BELLECTB), HoMep
cepuu (BKntOuatOWMI mecay  u rog
NPOM3BOACTBA), AATY MCTEYEHUA CPOKA FOAHOCTY
(rogeH mo: mecay u rog), YCNOBMA XpaHeHus,
cnocob npumeHenus: «Ons npuema BHYTPbY»,
YCN0BMA OTNyCKA, HOMEP PEerucTPauMOHHOro
YAOCTOBEPEHMA,  NOFOTMN  NpPOM3BOAUTENs,
apm-koa,  wrpuxosoit  Kog, ABYMEpPHbIM
WTPMXOBOA KOA C MOAHOM WAM  YacTUYHON
pacwudposkoit uxdbopmauum, cogepaulencs s
ABYMEPHOM WTpuXOBOM Koae unu 6Ges3 Hero,
«CMOTPM  MHCTPYKUMIO  no MeAULMHCKOMY
NpUMeHeHUIo», «He NPUMEHATL MO UCTeYeHMU
CPOKa rOAHOCTUY, «XPaHUTL B HEAOCTYNHOM AN
[eTei mecren.

fononuutensHo  Ha  KapTOHHOI ynakogeke
(nauke) aybaupyercs Toprosoe HaumeHoBaHue u
AO3MPOBKa C MCNONb30BaHUEM WpudTa Bpaiins.

HanmeHoBaHuem), nekapcrseHHas
AO3UpOBKA,  HauMeHoBaHue
PerucTpaumuoHHoro YAOCTOBEPEHUA "
HaumeHoBaHue nponssoanTens
/NIEKApPCTBEHHOTO  npenapaTta, HOmep Ccepuw
(sKntouaowmii mecay, rof, npoussoacTsa),
A3T8 UCTEUEHMA CPOKa roAHOCTM (Mecay w
roa).

Ha xaproHHol ynakoske (nauke) ykasawo:
TOProBoe  HaMMEHOBAHWE  NeKapCTBEHHOro
npenapata (cosnapaer ¢ MeXAyHapoaHbIM
HeNaTeHTOBaHHbIM HauMeHoBaHvem),
HauMeHOBaH1e AepyKaTeNs PerucTpaLMoOHHOro
YAOCTOBEPEHUA “u HavMeHoBaHue
NPOM3BOAUTENA NeKapcTBEHHOrO npenapara,
3Apec  npou3BOAMTENs  NeKapCTBEHHOro
npenapata  (cTpaHa,  obnacrs, ropog),
S/IeKTPOHHbLIM agpec u caiit npou3soauTens,
agpec AepxKarens PerucTPauMOHHOro
YAOCTOBEPEHMA  (CTpaHa), nekapcTeeHHas
dopma, A03MpPoOBKa, KOAMYecTeo Tabnetok 8
YNaKoBkKe, uHdopmauus o cocTase
/IEKAPCTBEHHOrO npenaparta (HaumeHosaHue
AeCTBYIOWEro BewWwecTsa u ero KONMYECTBO,
ME@peyeHb BCNOMOraTeNbHbIX BELECTs), Homep
cepun  (Bkmovalowmit  mecay  u rog,
NPOM3BOACTBA), AdaTa  UCTeYeHUs cpoka
TOAHOCTH (roaeH Ao: mecay u rog), YCNOBUA
XpaHeHus, cnocob npumenenns: «ns npuema
BHYTPbY, ychosus oTnycka, Homep
PErUCTPALUMOHHOTO yAOCTOBEPeHMS, AOroTUN
Npou3BOANTENR, GAapM-KOA, WTPUXOBOI Kog,
ABYMEDHbLI WTPUXOBOW KOA C  YacTMuHOL
paclwudposKoil MHOOpMaLMK, cofepalleiica
8 ABYMEDHOM WTPUXOBOM Koge, «CMOTPYU
UHCTPYKUMIO no MeAULUHCKOMY
NPUMEHEHUION, «He NPUMEHATL Mo UCTeYeHMM
CPOKa roAHOCTU», «XpaHWUTL B HegoCTynHOM
BNA peTer mectey.

fononHuTensHo  Ha  KapToHHO# YNakoBske
(nauxe) npoaybanposaHsbl TOprosoe
HaumeHoBaHue n £A03UpOBKa ¢
“CnoNb3oBaHuem wpudra Bpaias.

dopma,
Aepxarena

Cpok roaHocTn 3roga logeHx fo: 08/2028
XpaHeHue Mpu Temnepartype He Bbiwe 25 °C.
3aknioueHue: COOTBETCTBYET/ He COOTBETCTBYET TpeBoBaHUAM J1N-N2(004607)-(Pr-RU)-140224

(Heobxoanmoe NOAYEPKHYTH)

Ogopmaero: [11a6aesa A.A.

/P

HavyanbHuk OKK:

/Kupuansa N.®. 1=

Crpannua: 2 uz 2



«CBefileHunA, BHeCEHHble B aBTOMAaTU3MPOBAHHYI0 MH(hOPMaLIMOHHYIO cucTeMy Poc3fipaBHaa3opa nepep, BBOJOM B
rPaxAaHCKnii 060poT cepuit, NapTuit neKapCTBEHHbIX cpeAcTs/ HdopmaLus o BblfaHHbIX POC3paBHaA30pOM paspelueHnax
Ha BBO/, B rpaxaaHCcKunin obopot B Poccuitckon degepauun cepum nam napTun NMMyHod1oI0rn4ecKoro IeKapcTBEHHOro
npenapata, No cocToAHWMIO Ha 17.01.2026 11:05»

PEAEPAALHAS CAYXEBA 110 HAAZOPY

B COEPE 3APABOOXPAHEHMA

Hara BHecenns B Hpomssoaurens Opramsaps, Homep Howmep, nata dilsceass of
BbINYCTHBIIAS B usbsaTHn JIC
AHC Toprosoe HanmenoBanue (BBIMyCKAKOUHI Crpana Caeiennst 0 cTaausX npou3BoACTEA Hopmatusnas nokymentauus I’Pan nil cepuH, PpaspemieHns Ha (somep
Poc3npasnamsopa KOHTPOJIb) obopor NapTHH Hm RS
Keetnanus; Tabnerku, O0uiecTBO ¢ OrpaHHYeHHOI OTBETCTBEHHOCTHIO "O30H" (000 "Oson"),
TIOKPBITHIE TUIEHOYHOH Ob6mecTso ¢ Poccus (Tlponssoutens (rotosoit JID)); O6mecTBo ¢ orpanHyenHo
30.09.2025 o6onoukoit 200 mr 30 wr., OrpaHHYCHHON Poctiin OTBCTCTBEHHOETHO Oson" (000 "Osou"), Poccust JITT-Ne(004607)-(PT-RU)-140224 000 "O30n" 300925 r
YIAKOBKM SUCHKOBbIE OTBETCTBEHHOCTHIO (Vnak K/ (B nep IO y y)); O6uectso ¢
KOHTYpHBI€ (2), Nauku "Os01" (OO0 "O30m") OrpaHHYEHHOM OTBETCTBEHHOCTHIO "O30H" (000 "O301"), Poccus
KapToHHble/ ~ (YnakoBmux/dacopmuk (BTOpHUHAs/TpeTHYHAS YNIAKOBKa))




