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DAPMALIEBTHKA

Mecro HaxomaeHua: 000 «030H», Poceun, 445351 Camapckan oba., r. Yurynesck, yn. Mecounas, g, 11
Mecra ocyujecTenenma nvueH3supyemoii geatenbHocT: 000 «O30H», Poccus, 445351 Camapckan 06A., T. 0. Murynesck, r. Hurynesck, ya.
TwapocTpouteneid, a. 6; Ten. (84862) 71-851, 71-853/56/57/58; dakc (84862) 341-09, 290-00

JNinueHsua MuHucTepcrsa MpombilneHHocTH W Toprosan PO Ne 00072-/1C

CeptnduKaT Kayectsa cepum Ne 7554 ot 29.07.2022

AnnonypuHon, Tabnetku 100 mr

Homep cepun

[arta Hayana npousBoacTBa

Konunyecrtso

AHanu3 BbINONHEH NO HOPMAaTUBHOMY OOKYMEHTY

TOProsoe HaumMeHoBaHWe NeKapCcTBEHHOro npenapaTa, 1eKapCcTBeHHan ¢mpma, H03MPOBKa
PerncrpauunoHHoe yoocrosepenue J1M-(000431)-(Pr-RU)

110722
17.07.2022

59589 ynakosok
JIN-(000431)-(Pr-RU)-171121

HaumeHoBaHWe nokasartens

MeTton KoHTpoAas
HopmaTuBHOE 3HayeHne

Pe3ynbTaT KOHTpOAA

Mpumecst D — He Bonee 0,1 %;

Mpumecs E — He 6onee 0,1 %;

EonHu4Han HempaeHTMOHUUMPOBaHHaA npumecs — He Bonee 0,1 %;
Cymma HeuaeHTUPULMPOBaHHbIX NpuMeceid — He Bonee 0,3 %.

OnucaHue BusyanbHblit Kpyrnbie MIOCKOLMAUHAPWUYECKUE
Kpyrnbie nnockoumamuapuyeckme Tabnetku 6enoro unm 6enoro | Tabaetku 6en0ro C KeATOBaTLIM OTTRHKOM
C ¥KEeNTOBaTbIM OTTEHKOM LIBETa C PUCKOM U C GacKoii. LiBeTa C pUCKOM 1 € HacKow.
NoagnnHHOCTL BIXKX
Bpemsa yAepMuBaHWA OCHOBHOrO NWKa Ha XpomaTtorpamme
UCMbITYEMOrO pacTeopa [MO/MKHO COOTBETCTBOBaTb BPEMEHU
YAEPXWBaHUA OCHOBHOTO NWKa Ha XpomarorpaMmme pacTsopa CooTBeTcTByeT
cTaHgapTtHoro obpasua (CO) annonypuHona.
Y®-CnexkrpodotomeTtpus
YneTpaguoneTosbie  CNEeKTpbl  MOMIOWEHWA  UCMLITYEMOro
pactBopa u pactsopa CO annonypuHona s obnactu ot 230 oo
350 HM OJIKHBI UMETb MaKCUMYM NPU AAUHE BoAHbI 250 (% 2)
HM . CootBeTcTBYET
PacteopeHue [® PP YO-CnekrpodoTomeTpus 98 %
He meHee 75 % (Q) CsHaN4O (annonypuHona) yepes 45 muH.
PoacreeHHble npumecu BIMX
Mpumeck A — He Bonee 0,2 %; <0,2%
Mpumecu B u C—He Bonee 0,2 %; <0,2%

He obHapyxeHo
He obHapy»eHo
He obHapyeHo
He o6HapyKeHo

Ob6wee yucno aspobHbix
MUKpoopraHMamos s 1r;
OBb1Lee HYUCNO APOHIKEBbIX
W nnecHesbix rpubos B 1T;
Escherichiacolis 1r.

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

He 6onee 1:102 KOE/ r/mn ;
oTCyTCTBME B 1 r/mMn

OpgHopoaHOCTL 'd P, cnocob 2

[,03MpOBaHUA AV<15,0% 2,3%

KonuyectseHHoe Y®-CnektpodoTomeTpus

onpegeneHue Copepranue CsHaN4O (annonypuHona) goaxHo 6eims ot 95,0 oo 98,9 mr
105,0 Mr, cyuTan Ha CpeAHIo Maccy TabaeTku.

Mukpobuonoruueckas ['® Pd Kateropusa 3 A.

4YucToTa

meHee 1:10' KOE

meHee 1-10"' KOE
OTCYTCTBYET

W HauMeHOBaHWe NPOU3BOAWTENA /IEKAPCTBEHHOMO npenapara,
HoMep cepuM (BKAKYAIOLWMIA Mecsal, U rof, NpousBoAacTBa), AaTy

YnakosKka Mo 10, 14, 25 wam 30 Tabnetok B KOHTYpHYIO AveiKosylo | Mo 25 TabneTok B KOHTYPHOHU AYeliKoBoi
YN3KOBKY W3 MNNEHKU MOJUBUHWIXIOPUOHOW NMBO MNAEHKW | ynakoske u3 NAEHKK
MOJMBUHUAXNOPUAHONR/NONUBUHUNUOGHXNOPUAHON U GOALIW | NOAWMBAHWUAXNOPULHON 7] donbru
aNOMUHWEBON NeYyaTHOW NaKUpPOBAHHOM. 3IOMUHMEBOM NeYaTHOW NaKUPOBaHHOM.
Mo 10, 14, 25 wnm 30 TabNeToK B KOHTYPHYIO SYENKOBYIO | 2  KOHTYPHbIE  AYElKOBbIE  YNaKOBKM
YNakoBKy U3 MaTepuana KOMBMHMPOBaHHOMO Ha OCHOBE GONbMM | BMECTE C MHCTPYKUMEN MO NpUMEHeHMIo
{TpexcnoliHbiii maTepuan, BRIIOYAIOWMIA aNOMUHWEBYIO DONLIY, | MOMELEHEl B KapTOHHYIO  YNaKOBKY
NNEHKY u3 OPMEHTUMPOBAHHOIO nonvamuaa, | (madky).

MNOAMBUHUIXNOPUOHYIO NAEHKY) M GONbrM  anoMUHUEBO
neyaTHOW NakMpPOBaHHOM.

1,2,3,4,5,6,7,8,9 namn 10 KOHTYPHbIX AYEIMKOBLIX YNaKOBOK
BMECTE C WHCTpYKUMel no npMMEHEHWIO MOMEeLAT B
KapTOHHYIO YNaKoBKy (nauky).

MapKuposka Ha KOHTYpHOW A4elKoBOW ynakoske (6nucTepe) ykasbiBaloT | Ha KOHTYpHOM AYEMKOBOW  ynaKoBke
TOProBOe  HaMMeHOBaHWe  NeKapcTBeHHoro  npenapata | (6aucrtepe) YKa3aHo: TOprosoe
(coBnagaer c MEXAYHAPOAHbIM HenaTeHTOBaHHLIM | HAaMMEHOBaHMWe NeKapcTBEHHOTO
HaMMEHOBaHWEM),  NeKapcTBeHHYd  GOpPMY,  A03MPOBKY, | Mpenapata (coBnapaer ¢
HauMeHOBaHWe aepaTeNs PerucTPauuoHHOrO YAOCTOBEPEeHHA | MemayHapoaHbIM HEeMaTeHTOBaHHbLIM

HauMeHOBaHWeM), NeKkapcTBeHHas ¢opma,
[034pOBKa, HaWMeHOBaHWe [epaTens

OdopmreHo: Hipkenep no ceptudukannn Adnaesa M.B,

Crpannna: 1 u3 2
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Mecro HaxowaeHwa: 000 «030H», Poccua, 445351 Camapcras 061, r. Murynesck, yn. NecoyHas, a. 11
QJ OZO N MecTa OCYLWEeCTBAEHNA NMLEH3MPYeMOit AeatensHocTi: Q00 «O30H», Poccua, 445351 Camapckan o6, r. 0. Murynesck, r. Muryaesck, ya.
CAPMALEBTAKA iy nnoctpouTeneit, 4. 6; Ten. (84862) 71-851, 71-853/56/57/58; daxc (84862) 341-09, 290-00
Nuuenana Munucrepcersa lMpomeiwneHHocTk M Toprosaun P® Ne 00072-11C

MCTEYEHUA CPOKa rofHOCTH (MecAaL, 1 rog).

Ha KapTOHHOM . ynakoBke (mayke) yKa3blBalOT TOprosoe
HaWMeHOBaHWe JIeKapCTBEHHOro npenapata (cosnagaer c
MeXayHapoaHbIM HenaTeHTOBaHHLIM HaumeHoBaHUEM),
HaumeHOoBaHue JeprKaTens perncTpaunoHHOre yAoCToBEepeHuA
W HaMMeHOBaHWe NPOU3BOAMTENA NIEKAPCTBEHHOrO MNpenapara,
agpec nNpOW3BOAMTENA NEKapCTBEHHOTO rpenapata (cTpaHa,
06/1acTb, rOpoA), 3AEKTPOHHLIA afpec U CaiT NpousBOAWTENS,
ajpec AepxaTtens perucTpauMoHHOro yaocToBepeHua (cTpaHa),
nexkapcTBeHHylo $OpMy, [O3MPOBKY, KOAM4ectso TabneTok B
ynakoske, nHGOPMaLMIO O COCTaBe NIeKapCTBEHHOTO npenapaTa
(HaumeHoBaHME [EMCTBYIOLIErO BELLECTBA U €ro KONMYEecTso,
nepeyeHb  BCMOMOraTe/bHbIX  BELECTB), HOMEp  Cepuu
(BrArOuaOWMA MECAL, M rof NPOWM3BOACTBA), AATY MCTeYeHuA
CpOKa rogHOCTU (roaeH J0: MeCAL, M rof), YCNOBMA XpPaHeHWs,
cnocob npumeHenus: «[na NpMema BHYTPb», YCIOBWA OTMNYCKa,
HoMep PerMcTpaLMoHHOro YO0CTOBEPEHMA, norotun
Npov3BOAMTENA  M/UAKM  noroTMn  3akasuuka, dapm-kog,
WUTPUXOBOM KOA, ABYMEPHbIA LUTPUXOBOM KOZ, C MOAHOW UM
YacTMYHOW paclwndpPoBKOW MHPOPMALMK, COAEpHallenca B
OBYMEPHOM WTPUXOBOM Koge wuau 6Ges Hero, «CmoTpu
MHCTPYKLMIO MO  NPUMEHeHMIo . (AKuCcTOoK-BKAaAbIW)», «He
NPUMeHAT MO WCTEUEHWM CPOKAa rOZHOCTM», «XpaHuTb B
HeAoCTYNHOM ANA AeTel mecTey.

[ononHUTeNbHO Ha KapTOHHOM ynakosKe (nauke) aybaupyercs
TOProBOE HauMMeHOBaHWe W [03MPOBKA C WCMONb30BaHMEM
wpwudTa Gpaiins.

PErMCTPALMOHHOMO  Y/IOCTOBEPEHMA U

HaumeHoBaHKue npousBoauTens
NIEKapCcTBEHHOIO NpenapaTa, HoMep cepun
(BrAtouatoWwmin mecal, U rog,

NpoW3BoOACTBA), AaTa MWCTeHeHMA CpoKa
rogHocTM (mecaw v rog).

Ha KapTOHHOI ynakoBKe (Nayke) yKasaHo:
TOProBoe HaWMEHOBaHWE IeKapCTBEHHOIo

npenapara (coBnapaer c
MeAyHapoaHbIM HEenaTeHTOBaHHbLIM
HavMeHOoBaHWeMm), HaMMeHOoBaHue
Aepxarens PerucTpaLMoHHOro
YAOCTOBEpPEHMS " HaumeHoBaHue
NPOW3BOAUTENA NIEKapCTBEHHOrO

npenapara, agpec npounssoauTens
JIeKapcTBEHHOrO  npenapata  (cTpada,
o0bnactb, ropod), 3NeKTPOHHbLIA agpec M
CalUT NpOM3BOAUTENA, aapec Aepwarens
perucTpaLMoHHoro Y4OCTOBEPEHMSA
(cTpawna), NeKapcTBeHHan dopma,
003MPOBKa, KOoAWYecTBO Tabnetok B
ynakoske, wuHbopmauua o cocrase
NeKapcTBEHHOTO npenapara
(HaumeHOBaHWe OEWCTBYIOLLEro BELLECTBa
7 ero KOJIMYECTBO, nepeyeHb
BCMOMOraTe/NbHLIX ~ BELECTB), HOMEp
cepuu (BRIOYAKOWMIA  MeCAL, M rog
NpPOM3BOACTBA), [fOaTa MCTEUYEHMA CpPOKa
rogHoctu (rogeH f4o: mecAy w  rog),
YCNOBMA XpaHeHMA, cnocob npuMeHeHus:
«[na npuema BHYTPb», YCAOBMA OTMYCKa,
HOMEp perucTpaLMoHHOro
YO0CTOBEepeHWs, IOroTUN NPOU3BOLMUTENS,
bapm-Kkoa, WTPUXOBOW KOA, ABYMEpHbIM
LUTPUXOBOIA Kog, € YacTUYHOM
paclngpoBKOi WHbOpMaELLMHK,
cofepKalleics B ABYMEPHOM LUITPUXOBOM
Koae, «CmoTpm WNHCTPYKLUMIO no
NpUMeHeHuio  (AUcToK-sknagbiw)», «He
NPUMEHATL MO WCTEYEHMM  CPOKa
rOAHOCTUY, «XPaHUTb B HEAOCTYMHOM ANs
LeTeil mecTe»,

[onoAHUTENEHO HA KapTOHHOW ynakoBKe
(nauxe) npoaybauMposaHo  TOprogoe
HavMeHOBaHUe " O03MPOBKa c
MUcnonb3osaHuem WpudTa Bpanna.

CpoK rogHoCTH

3 ropa

Fopew po: 06/2025

XpaHeHune Mpwu TemnepaType He sbiwe 25°C.
3aknoveHue: cooTeercTeyeT / He cooTeeTcTByeT TpebosaHmam J1M-(000431)-(Pr-RU)-171121
—

(Heobxoanmoe NOAYEPKHYTb)

HayanbHuk OKK

OtopmieHo: HEKEHeD 110 cepTubukauyy Abnaesa M.B.
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PEAEPAALHAR CA

WABA TIO HAASDPY

B CREPE ZAPABOONPAHEHMA

NleKapCTBEHHbIX CPeACTB MO COCTOAHUIO Ha 16.09.2022 16:22»

«CBefeHns o BBOAE B rpaxaaHckuii odopoT B Poccuiickoin degepauunm

Opranu3zanus,

JlaTa BHeceHHs B IIpousBoauTenns Homep Howmep, nata
Toprosoe . CBeieHHs 0 CTATHAX BBINYCTHBIIAS B
AHC (BBIMYCKAO NI Crpana HopmaTuBHasi JOKYMEHTAIHS N cepHH, paspenieHust
HaHMeHOBaHHe NMPOH3BOICTBA rpak JaHCKHH
Poc3apaBHag3opa KOHTPOJIb) NapTHH Ha HJIII
obopor
OO01EecTBO ¢ OrpaHUYEHHOM
otBeTcTBeHHOCTHI0 "O30H" (OO0
"Osz0n"), Poccust (ITpoussogurens
AnonypHHon; (roroBoi J1<D)u); O0uiecTBO ¢
TabueTkn 100 wr Obmectso ¢ OrPaHUYCHHOM OTBETCTBEHHOCTHIO
N "Oszon" (000 "O301"), Poccus
25 WT., ynakoBK1 OrpaHUUYEHHOM (¥ naoBimK/bacosiK (8
01.08.2022 STYEHKOBbIE OTBETCTBEHHOCTHIO Poccus Lll 1 JITT-Ne(000431)-(PT'-RU)-171121 00O O3zon 110722 -
N . MEPBUYHYIO YIIaKOBKY));
KOHTYpHBIE (2), Oszon" (OO0 N
" . OO0uEecTBO ¢ OrpaHUYEHHOMI
MayKu KapTOHHbIE/ O30H")

oTBeTCcTBeHHOCTHI0 "O30H" (OO0
"Oson"), Poccust

(Y naxkoBumuk/acoBImk
(BTOpHYHAs/TPETUYHAS
YNaKOBKa))
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