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AHaNU3bI/MCNBITAHUA NPOBEAEHDI B COOTBETCTBMMU C HJ

lfopen po 08 26

HA NC-001237-200919, nam.Nel

©.0639/4

Crp.1m33
Macnopt Ne 040000336735
Acnapkam Tabnetku, 175 mr+175 mr
Konuvectso npogykuum B cepuu (T.ynak) 28,260

Aara Haumenosanue Tpebosanua HJ PesynbTatbl aHanu308/McnbITaHWA
aHanusa nokasarveneu
05.08.2022 Onucanue EusyansHblit Cootsercrayer
Kpyrabie nnockouunuHapr4eckie Tabnetku Kpyrnble NAOCKOUWAUHAPHYECKHE
6enoro unu noutk 6enoro Lgera, ¢ Gackoit u TabneTku nouT 6enoro UBeTa, ¢ hackoi
PUCKOH, 1 PUCKOWH.
Mo BHeWHemy BUAY AOMKHbI COOTBETCTBOBATL
Tpe6osanuam M PO, OPC.1.4.1.0015.15.
«TabneTkun
05.08.2022 MNognvHHOCTL XapaKTepHble peakuuu: Coorsercrayer
- Ha marHuit (M PP) O6pazyetca 6enbiit KpUCTaNAMUECKMi
O6pasosaHue 6enoro KpUCTaNNUYECKOro OcaaKa, 0CafiOK, PAaCTBOPUMBIH B pa3BefeHHbIX
PacTBOPUMOTO B Pa3BeieHHbIX MUHEPaNbHbIX MHHepanbHbIX KUCNOTAX WU YKCYCHOM
KMCNOTaX W YKCYCHOM Kucnote. Kucnore,
XapaKTepHble peakuuu: Coorsercrsyer
- Ha Kanwii (d P, peakuus b) 06 pa3yeTcs MEeNTbIi KPUCTANAUHECKHIA
O6pazoBaHue WenToro KPUCTanIMYeCcKoro ocaaxa OCaf0K.
KauecTseHHan peakuma ¢ pacTBOPOM HUHIMAPUHA Coorsercreyer
MNoasneHue cuHe-GpUONETOBOrO OKPaLIMBAHWUA MoaBnReTCA CHHe-duoneTosoe
OKpaLWKBaHWe.
05.08.2022 CpeaHAR macca PacveTHO-BecoBOM 498,5 mr
Tabnerok Ot 475,0 go 525,0 mr
06.08.2022 PacteopeHue '® PO, THTPUMETPHA 96,7 %
- MarHuA acnaparv{ar He mexee 70 % (Q) marHma acnaparvHara
TeTparuapar Terparnapara yepes 30 MuH
06.08.2022 PacteopeHue [® P®, atomHo-abcopbLUMOHHEA CNEKTPOMETPUA 92,8 %
- KaNUA acnaparuHar He menee 70 % (Q) kanua acnaparvHara
remuruapar remuruapata yepes 30 muH
06.08.2022 PopcreeHHble npumeci TCX MeHee 1,0 %
OpHa eguHWYHaA npUMech — He Gonee 1,0 %
TCX MeHee 0,5 %
EavHM4HAA npumecsk — He Bonee 0,5 %
TCX Menee 1,0 %
Cymma npumecei — He Bonee 1,0 %
06,08.2022 | OaHopoaHOCTL r® Pd, cnocob 2 36%
AO3UPOBAHUA AV <150%
- MarHuA acnaparuHar
TeTparuapar
06.08.2022 OpHopoaHOCTL rd, Po, cnocob 2 3,6%
AO3NPOBAHKUA AV<15,0%
- Kanua acnaparvHar
remurugpar
06.08.2022 KonudecreenHoe B ogHoi Tabnetke: 176,0 mr
onpeaeneHue:; TutpumeTpua
- MarHua acnaparuHar Ot 166,0 po 184,0 mr
TeTparugpar
06.08.2022 KonuyecrseHHoe MeTog 2, NOTeHUMOMETPUA (aNBTEPHATUBHDINA 174,5 mr
onpeaeneHue: metoq)
- KaNKA acnaparvHar Or 166,0 o 184,0 mr
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remuruapar
05.08.2022 Mukpobuonoruyeckan ® PO, kateropua 3A Mewnee 10 KOE/r
yucrota O6uwee Yucno aspobHbIX MMKPOOPraHU3IMOB — He
6onee 10" 3 KOEB 1T
® Po, kateropua 3A Menee 10 KOE/r
O6uiee YMENO APOHIKEBLIX U NNECHEeBbIX rpubos —
He Gonee 1072 KOEB 11
r® Po, kateropua 3A Ortcyrcrsyer
Orcyreraue Escherichiacolis 1 r
05.08.2022 | YnaKkoBka B coorgercteuu ¢ HA /1IC-001237-200919 Coorsercrayer
Mo 10 TabneTok B KOHTYPHYKO AYENKOBYIO YNaKoBKY Mo 10 TabneTok B KOHTYPHYIO AYEHKOBYIO
U3 NAEHKM NONUBUHUAXNOPUAHOW U BoNbrv YNaKOBKY U3 NNEHKK
aNIOMUHWEBOI NEYaTHON NAKMPOBAHHOM. NONMBUHUAXNOPUAHOW M doNbrv
2 KOHTYpPHbIE AYEKOBbIE YNAKOBOKW BMECTe ¢ anOMUHUEBO NeYaTHOM
MHCTPYKLIMEI N0 NPUMEHEHHUIO NOMELAIOT B NaYKY NaKUPOBAHHOM.
13 KapToHa. : 2 KOHTYPHbIE AYEHKOBbIE YNAKOBOKK
BMECTE C MHCTPYKUMEH NO NPUMEHEHUIO
NOMELLIOT B NAYKY M3 KAPTOHA.
126 nauek B ogHom Kopobe.
06.08.2022 MapkupoBska B cooreetcTeuu ¢ HA 1C-001237-200919 Cooreercrayer

1) NepBnyHaA ynaKkoska

Ha KOHTYPHO A4EKOBOH YNaKoBKe ¢
BNOMEHUEM B NAYKY U 3TMKETKE BaHKK yKa3biBaloT
HauMeHOBaHUe NPeanpPUATUA-NPOU3BOAUTENA, Er0
TOBApHbIIA 3HaK, TOProBoe HaMMeHOoBaHKe
npenapara, rpynnMpoBOHHOE HAMMEeHOBaHHe,
NEKapCTBEHHYIO POPMY, KONMYECTBO TabneTok,
HOMEP CEpHK, CPOK FOAHOCTH.

[JonycKaetca HaHeceHue Gapmaroaa.

Ha KOHTYpHO# AYeiiKoBO# ynakoske 6e3
BNOMEHWA B NAYKY YKa3blBAKOT HAMMEHOBaHKUE
NpeaAnpUATUA-NPOU3BOAWTENA, Er0 TOBAPHBINA 3HAK,
appec, Ten./paKc, CaiT, TOProBoe HauMeHoBaHHe
npenapara, rpynnMpoBOYHOE HAUMEHOBAHME,
neKapcTeeHHyo GopMy, KonuyecTso Tabnetok B
YN3KOBKe, Ha3BaHWA AEHCTBYIOMX BELLECTB U KX
copepwanue B Tabnetke, yCNOBUA XPaHEHUA,
YCNOBUA OTNYCKA, «[11A NPUEMA BHYTPb,
«MpUMEHATL NO HA3HAYeHWIO BPayay, «XpaHUTb B
HEeAOCTYNHOM AR [eTeil MecTe»,
PErucTpaumMOoHHbLIA HOMEP, HOMEP CepuM, CPoK
FOAHOCTH, WTPUX-KOA,

[lonoNHUTENBHO MOFYT HAHOCHTLCA CPeACTBa
MOEHTUMKALMM ANA CUCTEMbI MOHMTOPUHIA
ABMKEHWA NEKAPCTBEHHbIX NPenaparos ANA
MEAMLMHCKOTO NPUMEHEHMA.

2) Bropu4Han ynaKkoseka.

Ha nayKe yKasblBaloT HAMMEHOBaHue
NPeanPUATHA-NPOU3BOAMTENA, r0 TOBAPHbIH 3HAK,
aapec, Ten./daxc, caiiT, TOprosoe HaMMeHoBaHue
npenapara, rpynnupoBoYHOE HAUMEHOBaHUE,
JeKapcTBeHHyo Gopmy, Konuuectso TabneTok B
YNaKoBKe, Ha3BaHWA AeACTBYIOWMX BELWECTB U X
copepmanue 8 Tabnerke, yC/I0BUA XPaHeHUS,
YCNOBMA OTNYCKa, «[NA NPUeMa BHYTPbY,
«MPUMEHATL NO Ha3HaYeHWIO Bpayay, «XpaHuTb B
HEAOCTYNHOM ANA AeTel mecTen,
PErucTPaLMOHHbIA HOMEP, HOMEP CepuM, CPOK
FOAHOCTH, WTPUX-KOZ, hapmaroa,.

[onoNHWTENLHO MOTYT HAHOCUTLCA CPEACTBa
WASHTUOUKALMM ONIA CUCTEMbI MOHUTOPHHIA
ABWKEHUA NKAPCTBEHHbIX NPEnapartos AnA
MEAULMHCKOTO NPUMEHEHHA,

1) MepBUYHAA YNAKOBKa

Ha KOHTYpHOW A4EAKOBOMH ynaKoske ¢
BNOMEHWEM B NAYKY YKa3aHbl
HauMeHoBaHWe
NPeanPUATUA-NPOU3BOAUTENA, Er0
TOBapHbIW 3HaK, TOprosoe
HauMeHoBaHWe npenapara,
rpyNNUPOBOYHOE HAMMEHOBAHHE,
NeKapcTBeHHan Gopma, KoNUYecTso
TabneToK, HOMEep Cepuu, CPOK FOAHOCTH.
2) BropuuHan ynaKoska.

Ha na4ke yKa3aHbl HaMMEeHOoBaHue
NPeANPUATUA-NPOU3BOAMTENS, Er0
TOBapHbIW 3HaK, aapec, Ten./dakc, cair,
TOProsoe HauMeHOBaHWe Npenapara,
rpyNNMpoBOYHOE HaMMEHOBaHHE,
NeKapcTeeHHan Gopma, KONMYECTBO
TabneToK B YNaKOBKE, Ha3BaHWA
[LeACTBYIOWMX BELECTB U UX COAEPKaHWe
B TabneTke, yCNOBUA XpPaHEHWA, YCNOBUA
OTnycKa, «nA NpUema BHyTpb»,
«MpUMEHATB NO HA3HAYEHWIO Bpaya»,
«XpaHWUTL B HRAOCTYNHOM ANA AeTeit
MEcTe», PErucTPaLMOHHbIA HOMEP,
HOMep CepuM, CPOK FOAHOCTH,
WTpMX-Koa, dapmakoa.
[ONONHUTENEHO HAHeCeHbl CpeacTea
WMASHTMUKALMM ANA CUCTEMDI
MOHWTOPUHIA ABMIKEHWA NEKAPCTBEHHBIX
Npenaparos 4R MEAULIMHCKO
NPUMEHEHUS,
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05.08.2022 XpaHeHue

MNpu Temnepatype He ebiwe 25 °C

Coorteercrayer

05.08.2022 CpoK rogHocTH

4ropa

fopex o 01.08.2026

3axknoueHue OKK: NlekapcTeeHHblid npenapat Acnapkam t1abnetku, 175 mr+175 mr cepuna 650722 cootsertcrayer HA

NC-001237-200919, nam.Nel
Beaywmit cneymanmcr (no
KauecTsy roToBoro
npoayxra):

MOANMHHUK INEKTPOHHOTO AOKYMEHTA,
NOANMUCAHHOTO 3/IeKTPOHHOM NOAMUCHIO, XPAHWUTCA B
cucteme IMMC dapmcTaHaapt

CBEAEHWMA O CEPT TE 3N

CeptdmKaT: 03AFDIA30071AE24A24BABIF1E520040E8
Komy Bblaan: Kauuwesa Hagexaa EsreHbesHa

Lﬂeﬁcrawrenen: ¢ 08.04.2022 no 08.04.2023

J

[laTa BblAayun 3aKNI04eHMA O Kavectee 06.08.2022




WEAEPAABHAR CAYXKEA 110 HAAOPY «CBefleHnA 0 BBOAE B rPax[aHCKuil 060poT B POCCHIICKON depnepauun

B COEPE 3APABOOXPAHEMMA /IEKaPCTBEHHbIX CPEACTB MO COCTOAHUIO Ha 25.11,2022 13:08»
JlaTa Buecenns 8 Opranmianss, Homep Homep, nata
AHC Toprosoe " I[pnnjnn):u:um ; Crpaus Cn(:ae::«; [r: CTajmMax Hop-::::;uau Sy CTHR & cepem,
Pocagpasnamopa oy po o e - rpaxnasckui obopor BapTHH wa HUII
Acnapkam;
rabaerkn 175 " OrkphiToe akiHonepoe
Orkpritoe akimonepioe .
i R 7 i e i Nexcpescrsa® | 2C001237:200919; [
06.08.2022 e YIEMEONAR “®apmcrangapr-Jlekcpesicsa” Poccus pcTattanpr- Flexcpencrs Ham, Nel k ; 650722 -
AYCHKORHE (OAO % Papmcrannapr-Jlexepeicna
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