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445351 Camapckan 06, 1. 0. Hurynesck, F. Huryresck, ya.

SPMACETRA  [noocrnowtenel, 4. 6; Camapexan 0., r.0, Kuryaesck, r. Iury/qeock, ya, fuppoctpowtened, 4. 6, crp. 1; Camapcuan
o6, 1.0, Wurynescy, r. uryaesck, ya. fuapocrpontened, 4,6 cp. 2; Camapcxan obin,, 1.0, HUIYARBEK, I. Uryneeck, ya.
ruapocrpoureneid, . 6A; Camaperan o6, r.0. Muryneacx, r. Wurfnescx , yn. Mmapocrponrened, 4. BA, crp. 1
Camapcran o6a., .0, Wurynesc, r. Jurynesck, ya. fuapoctpouTened, A 2 ten/daxc (84862) 3-41-03
NuueH3na MuHUCTEPCTBa NPOMBILAGHHOCTH K TORroBAK pP® Ne 00372-NC
CepruduKaT Kavecraa ceppiu Ne 6397 or 29.06.2021
donuesan Kucnoya, Tabnetku 1 mr
opr bopma, A0
PerucTpaunoHHOe yaoCcToBepeHne Nc-002261
Homep cepuu 060621
[NlaTa Hauana NpOUIBOACTEA 14,06.2021
Konnvectag 63260 ynakosoKk

AHaAK3 BbINOAHEH NO HOPMATHEHOMY AOKYMEHTY

HaumenosaHKUe NoKasarens

MeToa KOHTPOAR
HopmaTugHoe SHaueHHe

&CN 42-7993-06, Mam. Nal-Nad

PesynsTaT KOKTPCAR

Yé-cnexTpel pacTsopa penapara u IO B ofnactv

NS TabneTkv MEATOra LBETa C PUCKON €
ra
TabneThn OT 6NeGHO-IHENTOND A0 KENTONO LiBETA C " W R
pHCKOA € OAHOH CTOPOHSI H $acKoi ¢ ABYX CTOPOH. OAwOl CTAPOMBI U Gackod ¢ AgYX
CTOpOH. Hanuune Bxpannenuid Gonee
[onyckaeTcs Hanudve grpannexuil 6onee TeMHom
remHaro U Sonee CeeTncro userta.
v Gonee ceernoro usety.
NognMHHOCTD MET)

ot 230 oo 380 HM AOMHHBI MMETE MAKTUMYMBbI 1 CooTeercTayer
MHHHUMYMB! NBY OAHUXM TeX e AANHAX BOJH.
COOTHOWEHWE 3HaYeH I YARALHOTO NOTIOWEHWA
npu 256 1 365 AemuT Memay 2,8 1 3,0. 2,8
CpenHAR Macca M OAHOPOAHOCTL NO MAcce @ X 0,099r
0,100 r£10 % or=2% no+3%
PacTeopenve meTpruedrui
4 84 %
He menee 70 % (Q) 3a 45 MUH.
CooBoaHbie aMMHbI CnexrpodoTomeTpua
CaoBoAKbIE 3MHHbBI B riepecyerTe Ka KucnoTy n-
amunoBen3oiHyK ~ nd Gonee 1 %. 0,5 %
ORHOPCAHOCTh AOIMPOBAHNA [g_mmmugmﬁm
He Bonee £15 % ot cpeaHero 3Havenua 0,0010¢
COACPMAHUA AKTUBHOTD BELIBCTES, oT=1%p0+5%
KonnyecteeHHoe onpeneneHue CnextpodoromeTpna
070,0009 go 0,0011 r 0,0009 r
MHKPOBHONOMMUECKIR HUCTOTE [P XI, Mamenenue No 3§, Kateropre 3 A
O6wee YncAo aPpobHBIX MMKPOOPrAHHIMOB
81r He Sonee 1000 <10
O6uiee YHE0 APOHIKEBLIX H NNECHABBIX
rpuboB e lr; He Gonee 100 <10
i:chcrlr.hlu collpir QTCYTETOME DTCYTCTBYAT
¥Ynakosuxa Mo 10, 50 Tabnetod B KOWTYpHyl Aueikosyw | Mo 50 TvaBneTok B KOWTYpPHYO
YNAaKOBKY W3 NAGHKH NOAMBHHWAXAOPUAHOR M AYEMKOBYIO YNaKOBKY W3 NNGHKH
donbru amomuHuenol| neyaTHol Nakupoea HHOM. MONMEBMHUAXNODMAHOH M OALIH
Mo 10, 20, 30, 40, 50 wan 100 Tabnetox B BaHku anomuHuesalt neyaTHoH
NOAMMEPHBIR ANA NEKIPCTBEHHLIX CPeacTs. NaKKpOBAHHON,
CsoSonnoe npoctpagicteo B Ganke 3anNOAHAIOT | 1 HKOHTYPHAA A4EAKOBAR YNAHOBNE
BaT0N MEAMLMHCKON urpockonuueckol. gmecTe € WMCTpYRuved  no
Ha BaHKy HAKNEHMBRIOT STHKETKY Ha OCHOBE | NPHMEHEHHIO noMelLeHa
camoKAGALieicA NABHKW WAH ITUKETRY W3 Gymark | KAPTOMMYIO YNAaKOBKY (nauxy),
STHKETOUHON.
OaHy GaHKy wiH 2, 3 4 5 6 8 wwm 10
HOHTYPHbIX AYEAKORBIX YNAaKOBCK BmecTe ¢
HHCTpYKuned no UMEHEHHIO NOMBLBIT 8
KaPTOHHYIO ynaropky fnaqny).
Mapk1poBKa Ha nonTypHoi svedkosoR ynawoeke (Gaucrepe) | Ha KOHTYPHO#A AMEKDBON ynaxkoskxe
YK28bIBAIOT Toprosoe HaumeHosaHwe | (Bauctepe)  ywasaHo:  TOprosoe
NeKapcTBeHHOrD napata  (coBnagaer € | HaumeHoBalue NEKAPCTBEHHOD
MEXAYHAPOAHBIM HENATEHTOBAKKBIM | Npenapara (cosnapaer &
HaWMEHOBAHWUEM), NEKapCTeeHHYX bopmy, | MemayHIPOAHBIM HENATRHTOBAHHbLIM
[O3NPOBKY, HMAMEHOBaKKE pepwatens | HAUMEHOBZHMEM),  AeKApCTBEHHIR
Odopsin ikerep no cenrudxkaund Cxknsn A B Oupapper=i




GOZON Mecra Haxowaekun: 000 eO3omy, Poccu, 445351 Camapekan §6., r. Muryneack, ya, Necoumas, A 11

OANALEETIA

MecTa OCYWECTENeHHA THURHBNMPYEMOR peaTensuocs: 000 «
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obin., r.0. Murynescx, r. Murynesc, yn. Muapocrponrenefl, A. 6 frp. 2; Camapexasn oba,, 1.0, Muryreacx, r. Juryneack, ya.
ruapocrpouTanel, 4. 6A; Camapexan o6, r.0. Murynescy, r. Mryaescx, ya. rnapoctponteaeh, a. 6A, ¢Tp. 1;
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Nuuenava Munucrepcroa Mpow

efl, 4. 2 ren/daxc (84862) 3-41-09

ssiwnenHocTn v Toproaau PO Ne 00072.1C

PETHCTPAUMCHHOTO YROCTOBEPEHHUA M
HAVMMEHOBAHUWE NPOHUIBOAMTENR NexapcTBeHHO
npgnaparta, Homep cedum (BRAKCMAIOWMA Mmecal
rof, npouzsoacTea), | ASTY WCTEUEHHA CPOKA

Ha oamuketke Gan YKa3eIBAKOT  TOprosge
HaUMEHOBAHME  NeWapCTeeHHOro  npenapaTa
(coBnagaeT c MeRAYHIPOAHEIM HENATCHTOBAHHLIM

HaHMEHOBAHKEN), BKAPCTBEHHYIO dopmy,
[L03MposKy, koauuectsq Tabnertox B Bawke, cnocob
NPUMEHEHUA; wfn nprema BHYTPLY,

HAMMEHOBaHWE AEPHITENA  PErHCTPAUMOHHOrD
YAOCTOBRPEHHA W HaMMEHOBAHWE NPOUIBORUTENR
JIeKapCTBEHHOIC npenapara, norotin
npov3soguTens W uau noroTMn sakasuuka, dapm-
Kop, HWomep cephn (efaloualowni MecAy W o
NPOW3BOACTBA)}, ABTY WCTEYEHnA CPOKA MOAHOCTH
(ropeH po: mecay U roa]
Ha waproHHoRl ynaxqexe (nauke) yKe3biBawT
Toprosoe HaumeHopaHue NEK3apCTREHHOTQ
npenapara  (coenapa C  MEMOYHAPOAMEIM
HENATEHTOBAHHLIM HAMMEHOBAHHEM),
HAWMEHOBAHWE JEpXETENA  PErMCTPAUMOHHOMD
yaocTosepenua (cosndgaer ¢ HaMMEHOBAHHEM
nponssoaurens), npovasoAKTeNs
(coenapaer [ aapecom Aepwarens
PerHCTPEUMOHHOrG  YROCTOBEDEMHA) [erpaHa,
obnacts, ropon), 2neNTPOHHbIA aapec u caiiT
NPOMIBOAMTENR, NBKADCTBEHHYIO dopmy,
ADSUPOBKy, KonwdecTe TalneTon B ynaKoeke,
UHOOPM3UMIKD ©  cpcrase  IBK3PCTBEHHOMO
npenapata  (HaMmenpsaHMe  AedACTEYKIUErO
pelulecTBa M Bro | Koawdectso,  NEpeveHs
BCNOMOraTeNbHbIX  BEQIECTB), HOMEP  CepWH
(exnicuaowmi mecay W) rop nponscogcTeal, Aary
MCTRMEHWA CPOKA MOAHJCTH (rogeH po: mecau w
rop), ycrosua xpaxewda, cnocoB npumMEHEHHA!
aflan NPHEME BHYTPLY, |YCAOBHR OTNycKa, HOMep
PErvcTPAUMOHHOTD  YAOCTODEPEHMA,  NIOTOTHN
NpoMIBOpMTEns W/uiu JJCroTUN 33Ka3uuka, papm-
KOA, WUTPMXQBOH KOA, ARYMEpHBIM WTPUXOBOH KOA
€ nonHol  WAM  vadrMuHCR  pacwHpoBKom
nubopMaune, copepwpuielica B ABYMEOHOM
wrpuxosom kKoae uau| Gea wero, «CMoTpM
MHCTEYKUMIO NO NPHMEHEHIIO (IMCTOK-BKAAABIL)S,
«He NPUMEHATL NO MCT4UEHMW CPOKa MOAHOCTVD,
«XpaHuTh B HEAOCTYNHON ANR AeTell mecTes,
[lononHutenbHo Ha KaploHHOW ynakoske (nauke)
ayGauwpyerca  Toproso HANMEHOBAHUE W
[03MPaBKa € Ucnons3osafivem wpudra bpaina.

dopma, AOSMPOBKA, HAWMEHOBAIHWE
pepmartens PardCTRALMHOHHEID
YOOCTOBEPEHUA W HIWMEHDBAHWE
NPOUIBOAKTENR NEKANCTBRHHCID
npenapars, Homep cepuv
(BrAOuAKOWMI  MECAL, ¥ rOA
NPOM3IBOACTER), A3Ta  MCTEMEHMA
CpOKa roAHOCTH [Mecay h roa).

Ha ®apvoHMHOH ynakoske (naune)
YK333HO: TOProBOE HAMMEHOBAHWE
NeKaPCTBEHHOTO npenapara
(cosnapaeT €  MeKayHapPOAHBIM
HENaTEHTOBAHHbLIM
HAWMEHOBAHMEM), HAUMEHOBAHAE
AepwaTens PEruCTPaUMOHHOTO |
YAOCTOBAPRHKA (cosnapaer (4
HEUMEHOBAHWEM  NpPOUIBOAKTENS),
anpec npouseogutena (coenapeer ¢
anpecom REpHaTenn
PerMCTPaLUMONHOTS  YAOCTOBEPEHNA)
(cTpana, ofnacty, ropoal,
SNEKTPOMHBIA  aapec W caiiT
NPOH3BOANTERSR, NeXapCTBEHHaR
bopma, [AO3UPOBKA,  HOAWNECTBD
1aBneToK B ynakoBske, MHbopMmauuns o
COCTARE NEKAPCTBEHHOrO NPenaparta

{HaumelcBaHKe AeiCTRYIOWEro
BeWeCTER M Bro  KOAWMECTAD,
nepevexsb BCNOMOTraTENbHBIX
BELWECTR), Homep cepun

(sxmoualowpii  MecAy M rof
NPoMIBOACTBR), A3Ta  MCTRYEHMA
CpoKa FOAHOCTH (ropeH AD: Mecau
rop), ycnAosua xpaMenws, cnocob
NPUMEBHEHWA: (N4 NPHEMA BHYTDLY,
YCNOBHUA OTIYCHA, HoMEp
PEFUCTPAUMOHHOMD  YAOCTOBRDEHMA,
NOrOTHN NPOK3BOAKTENR, hapm-KOA,
WTPUXOBON xen, ABYMEDHBIH
WTpWMxosOR  KOA € 4acTMYHOW

pacwupposoi HHDOPMALKH,
COAGPHIWEHCR B ABYMEPHOM
WYPHXOBDOM  KOAE, uCmoTpH

MHETRYKLHIO no APHMEHENWIO
(nmcTok-exnappiw)n, aHe NprMEHATL
N0  MCTEHYEHMM CPOKA TOAHOCTHY,
«XpaHMTL 8 HEAOCTYNHOM ANA AeTel
mecre»,

[ONCAHWTENLHO  HA3  K3PTOMMOW
ynawoske (nauke) npoaySanposaHs!
Toprosoe HIUMEHOBaRHE "
AO3UPOBKE € MCNONB30BAHWEM
wpndra GpaAna,

CpoOK rogHOCTH

3 rona

FofneH A0:

XpaHeHue

B CyXOM, SaULMWIEHHOM O CBETA MECTe, NpK TeMNepaType He 8
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