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Mecte Haxowaenun: 000 «O30k», Poccus, 445351 Cama pckas o6, r. Wurynesck, ya. Necounan, a. 11
MecTa oCylLeCTBAGHUA NTUUEH3UPYEMOR AeATensHOCTH: 000 «030H», Poceus, 445351 Camapexas o6, 1. c. Hurynesck, r. Murynesck, ya,

MMapocTponTenei, saanue 6; Camapckas 06, 1.0, urynesck, r. urynesck, ya. Tmppocrpourenedt, 3ganme 6, crpoenue 1; Camapckan o6,

F.0. MUryAeBCK, I, Xuryaesck, ya. luapoctpourenedi, ananue 6 crpoenue 2; Camapekan 06, r.0. Hurynesck, r. Murynesck, ya.

MvapoctpouTeneit, sganne 6A; Camapckan obn., r.0. Hu

6., r.0. Hurynesck, r. Murynesck, ya. fugpocrpouteneit, a. 2 ten/dakc (84862) 3-41-09
NMuuenzua Munucrepcrsa NipombiwnenHocTi v Toprosan PO Ne 00072-N1C

CepTudurar xavectsa cepuu Ne 3665 or 22.04.2020

Pnb6aBupuH Kancyabi 200mr

TYNEBCK, . Murynesck , yn. MapocTpouTenei, 3a3Hue BA, ctpoenue 1; CamapcKas

Homep cepuu

Hara Hayana npoussoacTsa
lomeH no

KoauvecTeo

AHa/113 BbINO/IHEH N0 HOPMATUBHOMY [OKYMEHTY

TAProBoe HaumMeHoBaKne NEXBPCTBEHHOID NPENAPaTa, NEKANCTEHHAA ¢ODM=, ADIMPOBKE

Pervctpauuortoe yaoctosepedue JICP-002180/07

010320
29.03.2020
03.2023

5760 ynakoeok

/ICP-002180/07-220419, U3m, Ne 1

HaumeHosaHue nokasaTtens

MeTtoa KOHTpOoAA

HopmartnsHOe 3HaYeHue

PesynbTat KOHTPOAA

Mo 10, 12, 18, 20, 30, 36, 40, 45, 50, 60, 100, 120, 140, 180
v 200 kancyn B BaHKM W3 NOAMITMABHTepedTanara,
YKYNOPEHHbIE KPbIUKAMU U3 NOAMITUNEHA BLICOKOTO
A3BAGHUA C  KOHTPOAEM NEpPBOr0  BCKPbITHA, WK
KPBILWKaMU NOAUNPONUNEHOBBIMK C CUCTEMOWM «HIMKaTh-
noaepnyrb» WAW KPBIWKEaMKW W3 MNONUITUNEHE HU3KOTO
AaBNEHWA C KOHTPONEM MEPBOrO BCKPBITUA.

Cso6oaHoe npoOCTPaHCTBO B BaHKe 3ancAHAT B8aToi
MEAMUMHCKON MMIPOCKONUUECKOH,

Ha BaHKy HaKNEKUBAIOT STUKETKY CAMOKNEALLYIOCH.

OpHy 6auky unm 1, 2, 3,4, 5, 6, 7, 8, 9 naun 10 KOHTYPHBIX
AYEMKOBBIX  YNAaKOBOK BMECTE C  MHCTPYKUMel no
NPUMEHEHWIO NOMELLAIOT B KaPTOMHYKY YNaKkoBKy (naury)
“3 KAPTOHA 418 NOTPeDUTENLCKOM TaPk! UK MMNOPTHOTO,

Onucaxue BuayanbHbid
Teepable MenaTMHoBbIe Kancynsl Ne 0. Kopnyc Kpemosora Teepabie MenaTMHoBbIe Kancyasl Ne 0.
UBeTa Henpo3payHLIi, KPLILIEYKa KPEMOBOTO LBETa Kopnyc kpemosoro ugera
HenpospayHan. Cogepmumoe Kancyn — NOPOWOK UAK Henpo3payHbiiA, KPLIWEYKa KPEMOBOTO
CMeCh NOPaWKa 1 rpanya Benoro uam Benoro co cherka ugeta Henpo3pauHaa. Copepsumoe
ENTOBATLIM OTTEHKOM LiBETa, Kancyn — nopowok 6enoro co cnerka
flonyckaeTcs ynAoTHEHUE COAEPMMMOrO Kancyibl no HENTOBAThIM OTTEHKOM LBeTa.
POopMe Kancynbl, pacnafatoleecs Npu HagaBAMBaHMN,
NognvHHOCTE BIHX
BPEMA YABPHKMBEHWA OCHOBHOTG MUKa Ha XPOMaTorpamme
UCMBITYBMOMO  PacTBOPa  [OMKHO  COOTBETCTBOBaTh CootsetcTayeT
BpemMeHm YAEPIKMBAHUA OCHOBHOTO nuKa Ha
XpomaTtorpamme pacteopa CO pubasupmna 2
Y®-cnektpodoTomepus
YabTpaduoneTossie CNeKTPs! NOMNOWEHUA UCMBITYEMOrO
pacTeopa 1 pacteopa CO pubasupunHa B obnactv ot 200 Ao CooTsetcTayer
300 HM AOMKHLI UMETL MEKCHMYMBbI NOTACWEHWA npu
OOHWX WM TEX HE A/IMHAX BOAH ( 2 HM),
PactsopeHue BIMX
B pacTeop yepes 45 MuH AONKHO NepenTy He meHee 70 % 100 %
(Q) C4H12N4OS5 (pubasupuHa) oT 3aRBACHHOTO
COAEDMAHUA,
PoacTaeHHbIe npumecy B3XX
Nwobas eguHudaHas npumecs — He Gonee 0,25 %. 0,06 %
Cymma npumeceit — He Gonee 1,0 %. 0,08 %
OAHOPOAHOCTL AO3MPOBaHMUA [® P, cnocob 2, Becosoit
AV<15,0%. 7,6%
KonudectseHHoe onpeaeneque BIXX
Copeparue C4H1aNOs (pubasupuHa) B Kancyne OOMKHO 195,9 mr
Geitb o7 190,0 go 210,0 mr B NepecqeTe Ha CPeaHKn
MBCCY COAEPIUMOTO Kancynbl,
MuKpobronoruyeckan YucToTa
Obuwiee ymcno aspobHsix
Baktepui B1r; He Bonee 1000 <10
O6uwee yncno rpubos e 1r; He Bonee 100 <10
Escherichiacolis 1r OTCYTCTBUE OtcyTcTeyeT
Ynakoska M0 5, 6 wau 10 Kancyn B KOHTYPHYIO AYEAKOBYIO YNAKOBKY | Mo 10 Kancyn B KOHTYPHOMU A4eiiKosoM
13 NNEHKK NONMBUHUAXAOPUAHON “ doneru | ynaxkoeke u3 NNEHHM
NOMMHWEBOW NEYATHOW NAKUPOBAHHOM, NONUBUHUAXNOPULHONM " donsru

aNH0MUHMEBON NEYaTHOMN TaKUPOBAHHON,
3  KOHTYPHble RYEHKOBLIE YMNaKOBKM
BMECTE C MHCTPYKUMEH No NpUMEHEHMI0
NOMEWEHbl B  KEpTOHHYID  YNaKoBKy
(nauny).
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TuapocTpouTenes, snanue 6; Camapexas ofia., r.o. Mu rynesck, r. Murynesck, yn. luapoctpouteneit, ananue 6, cTpoeHne 1; Camapckan obn.,
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| Mapkuposka

Ha  KoHTYpHOW  AuelikoBoil  ynakoske  (Bauctepe)
YK33bIBAIOT TOProBOE HBWMEHCBEHWE NeKapCTBEHHOrD
npenapata (cosnagaer o MEXAYHAPOAHBIM
HEMATEHTOBaHHLIM ~ HAUMEHOBAHUEM), /IEKAPCTBERHYIO
dopmy,  ao3uposky, HauMeHOBaHUe Lepwarens
PErucTPaUUOHHOTO YAOCTOBEPEHUA W HAUMEHOBAHME
NPOUSBOAWTENR  NEK3PCTBEHHOrO  Mpenapara, Homep
CepuM (BKNIOHAIOWMIA MECAL, W rog NPOU3BOACTBA), [ary
MCTEYEHMA CPOKA roAHOCTU (Mecay v roa).

Ha 3tukeTke BaHKM yKa3biBalOT TOPrOBOE HAWMEHOBaHWe
NeKapCTBEHHOro npenapara (coBnapaer (o
MEMOYHIPOAHBIM HENaTeHTOBAHHLIM HaMMEeHOBaHWeM),
NleKapCTBEHHYI0 HOPMY, A03MPOBKY, KOAMMECTBO Kancya B
Banke, cnocob npumererua: «flna npuema BHYTPbLY,
HauMeHOBaHue AepMwartena PerncTPaLuoHHOro
YAOCTOBEDEHWA WM HaMMeHOBaHWe  NpoW3BOAUTENs
/IEKapCTBEHHOrO  npenapaTa, AOroOTUN  NPOW3BOAUTENA
w/mav noroTun 3akasuuka, G3pM-KOA, HOMEp cepuu
(sknrovatowmit  mecay u  rog npoussoncTsa), pary
UCTEHEHUR CPOKA rOAHOCTM (rogeH [O: Mecal u roa),
«MpOTMBOBUPYCHOR CPRACTBON.,

Ha KapToHHOW ynakoske (nayke) yKasblealoT Toprosoe
HaWMEHOBaHKUE NleKapCTBEHHOTO npenapata (cosnaaaer ¢
MEMXIYHIPOAHLIM HENaTEeHTOBAHHLIM HauMeHOBaHWem),
HanmeHoBaHue Aepratenn PerucTpaumnoHHoro
yaoctoBepeHus  (coBnapaer ¢ HanMEHOBaH1EM
NPOU3BCAMTENR), aapec NPOW3BOAWTENA (coBnagjaer ¢
AAPECOM AEpKaTens pervcTpaunoOHHOID YAOCTOBEPEHNUA)
(cTpana, oBnactb, ropoa), 3NEKTPOHHLIN agpec W caWT
NPOU3BOAUTENA, /IeKapCTBEHHYRD dopmy, A03MPOBRY,
KONUYECTBO KAanCy/ B yNakoske, MHAOPMaUMIo O cocTase
NEeKapCTBEHHOIO npenapara (HanmeHoBaHue
AEUCTBYIOWEre BOUIECTE3 M ero KO/IMYeCTBO, MEpEeYeHb
BCNOMOraTe/IbHbIX BELWECTE), HOMEP CEPUU (BRAOHEIWMI
MECAL ¥ roa NPOM3BOACTBAE), AATY WCTEYEHWR CpOKa
FOAHOCTH (rOAeH A0: MECAL M rOf), YCAOBUA XpaHeHus,
cnocob npumeHeHuA: «[AR Npuema BHYTPbY, YCAOBUA
OTAYCKa, HOMEp pPerucTpauvoHHOIO  YAOCTOBEPEHMA,
NOroTUN NPOM3BOAUTENA W/WAWN NOTOTHN 3aKasumKa, dapm-
KOA, WTPMXOBOA KOA, ABYMEpHsii WTpuXoBOM Kog
NOAHOR WAM HAacTUYHOW PacwudpOBKOH WHPOPMALMK,
COAEPMHALLEICA B ABYMEDHOM WTPUXOBOM Koae unu Ges
Hero, «CmoTpu WMHCTPYKUMID NO NPUMEHEHMIO (AUCTOK-
BKNAAbIW)», «He nNpPUMEHATE NO  WUCTEYUEHUM cpoka
FOAHOCTWY, «XpaHWTh B HEAOCTYMHOM ANA AeTell MecTen,
«poTHBOBUPYCHOE CPEACTBON,

flononHutensHo Ha  KapTOWHOM  ynakoswe  (mauke)
Ay6anpyeTcA TOProsoe HaWMeHOBaHWE W AO3MPOBKA C
UCNONb30BaHKeM WwpudTa Gpating,

Ha KOHTYpHOU A4YeWKOBOU ynakoske

{6aucTepe) yKasaHo: Toprosoe
HauMeHoBaHue NEKapCTBEHHOrO
npenapara (coenapaer c

MEMAYHIPOAHLIM  HENaTEHTOBaHHbIM
HauMeHoBaHWEM), NexapcTBeHHan
dopma, [03MpOBKa, HaMMeHOBaHWe

Aepwarens PerucTpauroHHoro
yaocToBEpPeHUA " HaumeHoBaHue
NpousBoAUTENR NEKaPCTBEHHOO

npenaparta, HOMep Cepuu (BKAKHAIOWMHA
MECAL W rof nNpov3BOACTBa), JAarta
UCTEHEHMA CPOKa FOAHOCTM (Mecay u
rog).

Ha ®aproHHOW  ynakoske  (nauwe)
YK23aHO:  TOProsoe  HaumeHoBaHue
/leKapcTBEHHOTO Npenaparta (cosnagaeT ¢

MeX(ayHapoaHbIM HENaTeHTOBaHHbLIM
HauMeHosaHuem), HauMeHoBaH1e
nepHarens PerncTpauuoHHoro
yAOCTOBEPEHMA (coBnagger c
HaumeHoBaHueMm npoussoguTens),

anpec nNpov3BOAMTENA (COBRaaaer ¢
3fPECOM [EPMATeNs PerucTpaLoHHOr
yhocroBepeHus)  (ctpaHa,  ofnacrs,
ropoj), 3NEKTPOHHLIA aapec W caiT
NPOU3BOAUTENA, NEKaPCTBEHHAA GOPMa,
0O3MPOBKA, KONMYECTBO  Kancyn B
ynakoske, uHbOpMaUMA © cocTase
NEKAPCTBEHHOTO npenapara
(HaumeHoBaHMeE AEWCTBYIOLLErO
BEU|\BCTB3 ¥ Ero KOMMYECTBO, NEpedeHs
BCNOMOraTeNbHbIX  BELEecTs), Homep
cepum (BRMKOYAOWMIA MecAl, W rof
fPOM3BOACTBA), [AaTa WMCTEYEHMA CPOKA
rogHocTM (rogeH [o: Mmecay u rog),

YCNOBHA XPaHeHUA, cnocob
NPUMEHEHWA: «[fA NpUema BHYTPbY,
YCNOBUA OTNycKa, HoMEp
PercTpaLuoHHoro YAOCTOBEPEHMA,

noroTMn  npoussoguTens, dapm-kop,
WTPUXOBOH KOA, ABYMEPHbIN WTPUXDBOH
KOA4 €  4YacTU4HOW  paciimudposkon
UHPOPMaLUUH, coaeprauieics B
ABYMEPHOM WTPUXOBOM Koge, «CMoTpK
MHCTPYKUMID MO NPUMEHEHWUKO (NWUCTOK-
BRN3AbIW)®,  «He  npumeHaTb  no
MCTEUEHWM CPOKA rOAHOCTU?, «XPaHKTL B
HEeAOCTYNHOM  ANR  AeTed  mecTew,
«MpOTUBOBKPYCHOR CPEACTBOY,
AononHMTEeNBHO Ha KAPTOHHON YNaKoBKe
(nauke} npogybauposaHo  Toprosoe
HauMEHOBaHue M [OD3KPOBKE  C
UCNoNbL30BaHUEM WpHbTa Bpaias.

CpoK rogHocTu 3roaa
XpaHeHue B 33uiMiLEHHOM OT CBETa MECTE NPM TemMMeparype He sbiwe 25 2C
3aknioyeHue: CooTBeTCTBYeT TpeBoBaHuAmM NCP-002180/07-220419, U3m 7)1
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