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¢ Mecro Haxomaenua: 000 «OzoH», Poccua, 445351 Camapckan 06., r. Murynesck, yn. Necodnan, o. 11
KJ OZO N MecTa ocyulecrenenna auuensupyemon geatensHoctn: 000 «Oz0H», Poceun, 445351 Camapckan o6, r. 0. Murynesck, r. Murynesck, ya.
CAPHALERTA  rynpocTpouTened, 35aHue 6; Camapcxan 061, 1.0, HUIYAEBCK, T, urynesck, yn. fugpoctpouteneds, 3aamue 6, cpoenne 1; Camapckan o6,
r.0. Hurynesck, r. Murynesck, yn. lmapocrpouteneis, saanne 6 crpoeuue 2; Camapckan oba., r.o. Hurynesck, r. Murynesck, ya.
FuapocTpourened, sgaHue 6A; Camapckas oba., r.o. Hurynesck, r. Murynesck , yn. fnpgpocTtpouteneit, 3ganue 6A, cTpoenue 1; Camapckan

061, r.o. Murynescx, r. Hurynesck, ya. Mlmapoctpouteneii, A. 2 Ten/daxc (84862) 3-41-09
/uuensua Munucrepcrsa MpombiwneHHOCT U Toproean PO Ne 00072-1C

Ceptdukar kavyectsa cepun Ne 2586 ot 03.04.2020
AnnonypuHon, Tabnerku 100 mr

TOProBoe HaMMeHoBaHMe IEKapCTBEHHOrO NPenapara, NeKapcTBeHHan dopma, AO3uposKa
PeructpaunonHoe yaocrosepenue J1M-004437

Homep cepuu 040320
[ata Hayana npou3BoACTBa 05.03.2020
Fonex po: 03.2023
Koauuectso 29348 ynakosok -
AHa/13 BbINOAHEH N0 HOPMATUBHOMY JOKYMEHTY /1N-004437-290817, M3m.Nel
MeTtoa KoHTPOAA
HanmeHosaHwue nokasatens Pesyabrar KoHTpoaa
HopmaTueHoe 3HaueHue
Onucavne BuayaneHsii Kpyrabie naockounamHapuaeckue Tabnetki Genoro
Kpyrasie nnockoumnuuapuueckue tabnetku 6enoro uau C MENTOBATbIM OTTEHKOM LIBETA C PMCKOM C OHOM
Ben10ro € KeNTOBATIM OTTEHKOM LBETa C PUCKOI C 0AHOM CTOPOHbI M ACKAMM C ABYX CTOPOH.
CTOPOHbI M hackamm ¢ AByX CTOPOH.
NoganHHoCTL B3XX
Bpema yaepmuBaHus OCHOBHOMO NuKa Ha XpomaTorpamme
MCMBITYEMOro pacTeopa, NMPUrOTOBNEHHOIO ana
onpegenenua NOCTOPOHHMX npumecen, AOMKHO CooTBeTcrayeT

COOTBETCTBOBATh BPEMEHM YAEPHKMBAHMA OCHOBHOrD MMKa
Ha XpOMaTorpamme pacteopa cTaHgaprHoro obpasua (CO)
annonypuHona.

Y®-CnektpodoTomeTpus

YNbTPahHONETOBbIE CMEKTPbI NOFAOWEHUA UCMLITYEMOrD
pacteopa W CTaHAApTHOTC pacTeopa  aAnonypuHOAa, CooTeeTcrayer
NPUTOTOBNGHHBIX ANA KONMMECTBEHHOTO OnpegeneHus, B
obnactu o1 230 40 350 HM LONKHBI MMETL MaKCMMyM npu
ONuHe BOAHBI 250 + 2 Hm.

PactBopeHue [® XlIl, Y®-CnekrpodotomeTtpus
Yepes 45 MUH B PacTBOP AONKHO NepeiTi He meHee 75 % 97 %
(Q) CsHaN4O (annonypuHona) oT 33ABAEHHOTO COALPKAHMA,

MNocTopoHHKMe npumeck BIMX

Mpumeck A —He Gonee 0,2 %;

Mpumeck B u C—He Gonee 0,2 %; He oBHapyxerio

<0,2%
He o6HapymeHo

Mpumecs D — He Bonee 0,1 %;
He obrapymeHo

Mpumecs E —He Bonee 0,1 %;

EanHnyHas HeuaeHTMHULMPOBaHHaA NpUMeECs — He Bonee
He o6HapymeHo

0,1%;
;;l(mma HeWUAEHTHHUUMPOBAHHbBIX NpUMecei — He Gonee 0,3 He oBHapyeHo
OAaHopoaHOCTL f403upoBanua | [P Xl cnocob 2, Becosoii
AV£15,0% 4,4 %
KonnyecreeHHoe Y®-Cnexrpodotometpun
onpegenexnue Copepxanne CsHaN4O (annonypuHona) fonmHo 6uiTe oT 99,7 mr
95,0 mr go 105,0 Mr, cuuTas Ha CPeAHIOIO maccy Tabnetku.
Mukpoburonoruyeckas [P X! Kareropua 3 A.
4yucToTa ¢ He Honee 1000 KOE; <10
* Obuee 4ucno aspobHeix
MWKPOOpraHuamos g 1r; * He Gonee 100 KOE; <10
* O61eE UMCNO APOMHIKEBLIX
W nnecHesbix rpwbos s 1r; | e oTcyTcTBME. OTCYTCTBYeT

| Escherichiacolig1r.

Croaunua: 1 n3 2
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] Mecro HaxomaeHua: 000 «O30H», Poccus, 445351 Camapcran 6., r. Murynesck, yn. MNecounas, a. 11
 OZON

Mecra ocywectsnenus auuenaupyemoii AeATenpHocTH: 000 «0O30H», Poccus,
mapocTpouTenei, 3ganme 6; Camapckan o6a., r.0. Murynesck, r. Murynesck,
r.0. Murynesck, r. Murynesck, ya. luppocrpouteneis,
MapoctpouTened, 3ganne 6A; Camapckan 060
061, 1.0. urynesck, r. Murynesck, ya.

DAPMALEBTHMKA

445351 Camapckan 061, r. 0. Hurynesck, r. Hurynesck, yn.
yn. Muapoctponteneit, 3gaxue 6, crpoeHme 1; Camapckasn obn.,
3aaHKe 6 CTpoeHMe 2; Camapckan 061, r.o, Murynesck, r. urynesck, yA.

- 1.0, MMurynesck, r. Murynesck , ya. TuapocTpoutenei, spanue GA, crpoenue 1; Camapckan
Mapoctpouteneii, a. 2 Ten/daxc (84862) 3-41-09

Nuuensna MuHucTepceTsa NpoMBILNEHHOCTH 1 Toprosau PO Ne 00072-71C

Ynaxoeka

Mo 10, 14, 25 uau 30 Tabnetok B KOHTYDHYIO R4EMKOBYIO
YNaKOBKY W3 NAEGHKM NONAMBMHUAXIOPUAHOM H. bonbrm
aNOMUHUEBON NEYaTHOM NaKMPOBAHHOM.

Mo 10, 20, 30, 40, 50 uau 100 TabneTok B BaHku u3
noauatuneHTepedTanaTa AR NEKAPCTBEHHBIX cpeacrs
dupmel  Man  noaunponuaeHossie 415 NeKAPCTBEHHbIX
CPEACTB, YKYNOPEeHHLIE KPbIWKaMW M3 NOAMITMAEHA
BbICOKOrO AaBNEHHA C KOHTPOMEM MEPBOrO BCKPLITUA MAM
KPbIWKaMKU NOAMNPONUNGHOBLIMM C CUCTEMOM «HAMaTb-
NOBEPHYTH? WAK KPbIWKAMKM M3 NOAMITMABHA HWU3KOTO
AABNEHWA C KOHTPONEM NEPBOrO BCKPLITU.

CeoboaHoe npoctpancTeo 8 Bawke 33N0NHAKT BaTOM
MEJMUNHCKON FMIrPOCKONMYECcKo,

Ha Gaury HakneunsaiwT aTHKeTKy CamoK/1en Wyrcs,

Cany banky uan 1, 2, 3, 4, 5, 6, 7, 8, 9 nan 10 KOHTYpPHbIX
A4EHKOBbIX  YNaKOBOK BmecTe C UHCTPYKUMeR no
NPMMEHEHUIO NOMELLAIOT B KAPTOHHYIO YNaKOBKY (nayKy).

Mo 25 Tabnerok B KOHTYpHytO AUEHKOBYIO YNaKoBKY
M3 NABHKW  MOAUBUHUAXNODUAHOK W (poabru
aNtoMHHMEBOM NEYaTHON NaKMPOBAHHOMN,

2 KOHTYPHBIX AYEHKOBbIX YNaKoBKW BMmecTe ¢
WHCTPYKUMEH N0  NpUMEHEHMIO nOMeweHbl B8
KapTOHHYIO ynakosky (nauky).

Mapkuposka

Ha KoHTYpHOI s4eiikoBoit ynakoBke (Baucrepe) yrasbisaioT
TOPTOBO@  HaWMeHOBAaHWe NEKapPCTBEHHOTO npenapata
(cosnagaer ¢ MEXAYHAPOAHBIM  HENaTeHTOBAHHLIM
HaUMEHOBaHKeM), neKapcTeeHHyio hopmy, 03UPOBKY,
HaumeHoBaHue Aeprarens PerucTpaumoHHoro
YAOCTOBEPEHMA U HAUMEHOBAHWE  NpPOU3BOAMTENA
/IEKaPCTBEHHOMO Npenapara, HOMEp cepuu (BKAKYaloWMi
MECAL W roA NpoW3BOACTBA), AATY WCTEYEHMA CcpoKa
FOAHOCTH (Mecal W roa).

Ha atukeTke Bankn ykasbisaoT Toprosoe HauMeHOoBaHue
/IBKAPCTBEHHOTO NPeNapaTa (COBNaAAET € MEXAYHAPOAHBIM
HEeNaTeHTOBaHHbIM HaMMEHOBaHHEM), .ﬁEKapCTBEHHYIO
Gopmy, A03MPOBKY, KonuuecTao TabneToK B BaHke, cnocob
NPUMEHEHUA:  «[lna npuema BHYTPb», HauUMeHOBaHME
Aepxarens PErucTPaLMOHHOrO  yAocToBepeHna 17}
HaumeHoBaHue npousBoauTens NeKapcTBeHHOro
fpenapara, AoroTin nponssoguTens, Gapm-Ko4, Homep
CEPUU (BKAIOYAIOWMI Mecal u rog npousBoAcTBa), Aaty
MCTE4@HUA CPOKA roaHOCTH (roaeH 40: mecau v rog).

Ha KapToHHOH ynakoske (nauke) YKa3bIBAOT TOpProsoe
HaUMEHOBaKHMe NeKapCTBEHHOrO Npenapata (COBMagaer ¢
MEMX/YHAPOAHDIM  HENATEHTOBAHHBIM  HAUMEHOBaHWEM),
HaumeHoBaHMe Aepwarens PErvcTPaLMOHHOro
YACCTOBEPEHWMA M HaWMMEHOBAHWE  NpPOM3BOAMTENR
N@KAPCTBEHHOMO  npenapata, agpec  NpPOM3BOAWTENA
/IBKAPCTBEHHOrO npenapata (cTpada, ofnacts, ropoa),
SNEKTPOHHBIA  agpec M caliT npouasoguTens, agpec
AGpXaTens perucTpauMoHHOrO YAOCTOBEPEHWA (cTpaHa),
/NEKApCTBEHHYIO GOPMY, A03MPOBKY, KONUYECTBO TaBNETOK B
YNaKkoBke, UHHOPMALMIO © COCTABE /NEKAapPCTBEHHOro
npenapara (HanmeHosaHne AeiCTBYIOWEro BeLECTBa 1 ero
KO/MHECTBO, NepeyeHb BCNOMOraTeNbHbIX BELecTa), Homep
Cepii (BRAIOYAIOWMA MecAL, U rog npoussoAcTsa), aary
MCTEYEHWA CPOKa rOAHOCTM (roasH Aao: MECAL, 1 rog),
YCNOBUA XpaHeHws, cnocob npumeHenna: «[aa npuema
BHYTPbY, YCNOBMA OTNYCKa, HOMEP PErucTPauMOHHGO
YAOCTOBEPEHMA, NOrOTMN  Npou3BoguTens,  dapm-Koa,
WTPUXOBO# KOA, ABYMEPHbIF WTPHUXOBOM KOA ¢ NOAHOM UK
HacTMYHOW paclundPOBKOi MHGOPMaLMK, coaepauleics B
ABYMEDHOM WTPUXOBOM KoAe Wan 6es Hero, «CmoTpK
MHCTDYKLUMIO 1O NpPUMEHEeHMI (nucTor-BRN2ABIW)», «He
NPUMEHATL MO WCTEYEHWW CPOKa TOAHOCTMY, «XPaHUTL &
HEAOCTYNHOM ANR AeTel mecTes,

Ha koHTypHO#i Avelikosoii ynakoske (6aucrepe)
YKA33aHO: TOProBOE HaWMEeHOBaHMe NeKapCTBEHHOMD
npenapata (cosnagaer ¢ MEXAYHAPOAHbIM
HEMaTeHTOBaHHbIM HauMeHOoBaHHeM),
NeKapcTBeHHan popma, 403MPOBKE, HAMMEHOBaHME
AEPMATENA PErUCTPALMOHHOMO YAOCTOBEPEHMA W
HaWMEHOBAHME NPOM3BOAMTENA NEKAPCTBEHHOrO
Npenapara, Homep cepuu (BKAKHAWMA Mecsl u
OA NPOM3BOACTBA), AaTa WCTEYEHWA  CpoKa
roAHOCTM (Mecay M rog).

Ha KkapToHHoii ynakoeke (nauke) ykazaHo: Toprosoe
HanmeHoBaHne NeKapCTBEHHOro npenapara
(coBnagaer ¢ memayYHaPOAHbIM HENaTEHTOBAHHbIM
HaMMEHOBAHUMEM), HauMeHOBaHWe  aepwaTtens
PerucTpaLmMoHHoro YAOCTOBEPEHMUA 7
HaMMEHOBAHME NPOMIBOAMTENA NEKAPCTBEHHOrO
npenapata, agpec NPOM3BOANTENA NeKAPCTBEHHOrO
npenapata (ctpaHa, ofaacTs, ropog), 3NEKTPOHHbIN
aApec v CaiiT NpouMsBOAMTENA, aApec AepwaTens
PerucTpaunoHHOro  yAocToBepeHua  (cTpana),
/IeKapcTBeHHAA (GOpma, A03MPOBKA, KOAMYECTEO
Tabnetok B ynakoske, MHOPMAUMA O cocrase
/IeKaPCTBEHHOrO  npenapaTa (HameHoBaHMe
LeWCTBYIOWEro BeWeCTB2 M ero KONU4eCTeo,
MepeyeHs BCNOMOraTeNbHbIX BEWECTB), Homep
Cepuu (BKAIOYAIOWNA MecAL, U rog npoussoacTsa),
AaTa UCTeYEHWA CPOKA rOAHOCTH (FOAEH 00: MecAL
M FOA), YCNOBMA XPAHEHUA, CMOCOB NpUmMeHeHns:
«[NA npuema BHYTPLY, YCAOBMA OTNYCKa, Homep
PErnCTPaUMOHHOrO  yAOCTOBEPEHWUA,  NOroTUN
npousgoauTens, dapm-koa, WTPKXOBOH  Koa,
«CMOTPM WMHCTPYKUMIO MO NPUMEHEHMIO (AMCTOK-
BKAAAbIW)Y, «HE NPUMEHATE MO MCTRYEHMUM CpoKa
TOAHOCTHY, «XPAaHWTL B HEAOCTYNHOM Ans AeTeil
MmecTe»,

Cpox roaHocTn

3rona

XpaHenue

Mpn Temnepatype He sbiwe 25 °C.

3aknwyeHwe: cooTseTcTBYET TpebfosaHMAM /NN-004437-290817, VISM.NQIL/

3am. AMpeKTopa no KavecTtsy

— / NbsAH3MHKa E.A.




