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Aara HanmeHoBaHue
aHanusa nokasarenewn

Tpebosanua HA

Pe3ynbTaTbl aHaNM30B/UCNbITaHWA

18.06.2023 Onwucanue

BuayanbHbin

Kpyrabie nnockoumamHapuyeckme Tabnetkm
6enoro nan noutu 6enoro UBeTa, ¢ packoi
PWCKOMA.

Mo BHeWHeMy Buay AONKHbI COOTBETCTBOBATL
TpebosaHuam M® PO, 0®C.1.4.1.0015.15.
«Tabnetku»

CoorsercTayer

Kpyrabie nnockoumamHapuyeckme
TabneTku noutn Genoro useTa, ¢ Gackom
M PUCKOW.

18.06.2023 NognnHHoCTL

XapaKkTepHble peakumu:

- Ha Markui (e PO)

O6pazoBanne HeN0ro KPUCTANNUYECKOrO 0CagKa,
PacTBOPUMOIC B pa3BefeHHbIX MUHEPaNbHbIX
KWUCNOTaX U YKCYCHOM KMCNOTE.

XapaKTepHble peakumm:
- Ha Kanwi (P P, peakuma b)
O6pa3soBaHmUe MEeNToro KPUCTANAMYECKOTO OCaAKa

KauecTBeHHan peakums C pacTBOPOM HUHMMAPUHA
MoABNEHUE CMHE-GHUONETOBOTO OKPALLMBAHMWA

CootsetcTByet

ObpasyeTca Genbiit KPUCTANAMYECKMIA
0Cafi0K, PACTBOPMMBIN B pa3BeaeHHbIX
MUHEPANIbHBIX KWCNOTAX W YKCYCHOH
Kucnote.

CootsetcTayet
OB6pasyeTcs MenTblih KPUCTANIMHECKUI
ocanok

CootsetcTeyer
MNossnseTca cuHe-puoneTosoe

OKpawwnBaHue
18.06.2023 CpegHsa macca Pac4eTHO-BECOBOM 504, mr
Tabnertok O1 475,0 no 525,0 mr
19.06.2023 PacrBopeHwne [® PO, TMTPUMETPUA 95,8 %
- MarHuA acnaparmHar He menee 70 % (Q) marnms acnaparmHara
Terparvapar TeTparmapara Yepes 30 MuH
19.06.2023 PactBopeHue [® PO, atomHO-abcopbUMOHHARA CNEKTPOMETPHA 92,7 %

- Ka/IUA acnaparvHar
remuvruapar

He menee 70 % (Q) kaaua acnaparvHata
remuruaparta Yepes 30 MUH

18.06.2023 PoacrBeHHblE NpUMECH

TCX
OpaHa eguHMYHaA npumeck — He bonee 1,0 %

TCX
EanHmyHan npumecs — He bonee 0,5 %

TCX
Cymma npumecei — He bonee 1,0 %

Menee 1,0 %

MeHee 0,5 %

Menee 1,0 %

18.06.2023 OpHopogHoCTh
A03UPOBAHMA
- MarHua acnaparuHart

[® P, cnocob 2
AV <15,0 %

26%
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TeTparnapat
19.06.2023 OQHOPOAHOCTL e, P, cnocob 2 2,6 %
A03UPOBAHMA AV £15,0%
- KanuAa acnaparuHar
remuragpar
18.06.2023 KonnyecrseHHoe B ogHow Tabnerke: 176,0 mr
onpegeneHune: TuTpumeTpus i
- MarHuA acnaparmHart Ot 166,0 no 184,0 mr
TeTparmapart
19.06.2023 KonuuectsernHoe MeTog 2, NOTEHUMOMETPUA (aNbTePHATUBHBLIA 175,8 mr
onpeaeneHue: meroa)
- KanuWA acnaparmHar 071 166,0 po 184,0 mr
remurugpat
21.06.2023 Mukpobuonoruyeckan [® Pd, kateropma 3A 30 KOE/r
yucrToTa Obuwee 4ncno a3pobHbIX MUKPOOPraHU3MOB — He
6onee 1073 KOEB 1T
[® P, kateropma 3A Menee 10 KOE/r
Obuiee YMCNo APOHIKEBLIX M NNECHEBLIX rPMBOB —
He 6onee 1072 KOEB 1T
[® PD, kateropus 3A OTcyTcTyer
Orcyrcrsue Escherichiacolis1r
21,06.2023 YnakoBKa B coorseTcTBum ¢ HA 1IC-001237-200919 Coorsercrsyer
Mo 10 TabneTok B KOHTYPHYIO AHEKOBYIO YNAKOBKY Mo 10 TabNeTOK B KOHTYPHYIO AYEAKOBYIO
13 NAEHKKW NONMBUHWAXNOPUAHON M doNbrn YNAKOBKY M3 NNEHKK
ANOMMHUEBOM NEYaTHON NaKMPOBAHHOM. NONUBUHUNXNOPUAHON K GONBIA
2 KOHTYpHbIE AYEKOBbLIE YNAaKOBKK BMmecTe ¢ ANKOMUHWEBOW NEYATHOW
MHCTPYKUMER NO NPUMEHEHMIO NOMELLAIOT B NAYKY NaKMPOBAHHOM. 2 KOHTYPHbIE AYEHKOBbIE
M3 KapToHa. YNaKOBOKW BMECTE € MHCTPYKLUWER No
NPUMEHEHMIO NOMELLAIOT B NAYKy M3
KapToHa. 126 nayex B oaHOM Kopobe.
21.06.2023 MapkupoBska B coorsercTtenn ¢ HA /1C-001237-200919 CooTBeTcTBYET

1) NepBu4Han ynakoska

Ha KOHTYPHOI A4EMKOBON YNaKOBKe C
BNOYEHMEM B NAYKy W 3TMKETKe BaHKK yKa3biBaloT
HaMMEHOBaHMe NPeAnPUATMA-NPOU3BOAUTENA, €r0
TOBApPHbIA 3HaK, TOPrOBOE HAaMMEHOBaHWe
npenapara, rpynnupoBOYHOE HAUMEHOBaHKE,
NEeKapCTBEHHYIO GOPMY, KONMYECTBO TabneTok,
HOMEP CEPWM, CPOK FOAHOCTH.

OonyckaeTca HaHeceHune dapmakoga.

Ha KOHTYPHOM A4erKOBOW YNakoBke Ge3
BNOMEHMA B Na4Ky YKa3blBaOT HAMMEHOBaHWe
NPEANPUATUA-NPOU3BOAMTENSA, IO TOBAPHbIA 3HAK,
ajpec, Ten./daKc, CalT, TOProBoe HaMMeHOoBaHWe
npenapara, rpynnMpoBOYHOE HaUMeHOBaHMe,
NEKapcTBEHHYIO GOPMY, KONMHECTBO TabneTok B
YNaKoBKe, Ha3BaHMA AEHCTBYIOWMX BELECTB M NX
coaepanue B TabneTke, yCNOBUA XPaHEHMA,
YCNOBWA OTNYCKa, «[INA NPUEME BHYTPbY,
«[IPUMEHATD NO HA3HAYeHMWIO Bpaya», «XpaHuTb B
HEAOCTYNHOM ON1A AeTeH mecTe»,
PErucTpaLMoHHbIA HOMED, HOMEP CepUM, CPOK
rOAHOCTH, LWTPUX-KOA,

JlONONHMUTENBHO MOTYT HAHOCKUTLCA CPeACTBa
MABHTUOMKALMKM ANA CUCTEMbBI MOHWUTOPHHTA
ABUXEHWA NEKapCTBEHHbIX NPENApaTos ANA
MEIMLMHCKOTO NPUMEHEHUA.

2) BropruHas ynakoBka.

Ha nayke yKa3biBalOT HAMMEHOBaHWe
NpeAnpUATUA-NPOU3BOAUTENA, €0 TOBAPHbIA 3HAK,
appec, Ten./dakc, CaiT, TOProBOe HaMmeHoBaHWe
npenapaTta, rpyNNMpoBOYHOE HAMMEHOBaHWE,

1) NepBuyHan yNakosKa

Ha KOHTYpHOI AYEHKOBOM yNaKoBKe ¢
BNIOMEHMEM B NMAYKY YKa3aHbl
HaUMEHOBaHWe
NpeanpPUATUA-NPOU3BOAWTENA, EI0
TOBapPHbIA 3HAK, TOProsoe
HauMeHoBaHuWe npenapara,
rpyNNMPOBOYHOE HaUMEHOBaHKE,
NEKapCTBEHHAA HOPME, KONUHECTBO
Tabnetok, HOMEp Cepuu, CPOK NOAHOCTH.
2) BropuyHas ynaxkoBka.

Ha nayke yka3aHbl HawMeHoBaHue
nNpeaAnPUATHA-NPOU3BOAMTENA, Er0
TOBAPHbIN 3HaK, aapec, Ten./dakc, canT,
TOProBOE& HaMMEHOBaHME NPenapara,
rpYNNMpoOBOYHOE HAMMEHOBAHWE,
NeKapcTBeHHan Gopma, KONMYecTBo
TabNeToK B yNaKoBKe, Ha3BaHMA
AEACTBYIOLMX BELLECTS M MX COAEPKaHWE
B TabNeTKe, YCNOBMA XPaHEHKA, YCNOBHUA
ornycka, «AnA nprMema BHYTPbY,
«IPUMEHATL NO HA3HAYEHKIO Bpayan,
«XpaHuTb B HEAOCTYNHOM ANA AeTein
MeCTe», PErMCTPALMOHHbIA HOMEP,
HOMEp CepUM, CPOK FOAHOCTH,
WTPUX-KoA, PapmaKroa,

JONONHWUTENBHO HAHECEeHbI CpeCcTBa
WAEHTUOUKALMKA ANA CUCTEMbI
MOHWUTOPUHIA ABUMEHUA NEKAPCTBEHHBIX
NpPenapaTos ANA MEAULMHCKOro
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YCNOBMA OTNYCKA, «[lNA NPUEMa BHYTPb»,

HEAOCTYNHOM ANA AETEeR MecTe»,

FOAHOCTK, WTPMX-KOA, Gapmakoa,

LABMKEHMA NEKapCTBEHHbIX NPENapaTos AnA
MEAMLMHCKOTO NPUMEHEHMA.

NEKapCTBEHHYI0 GOpMy, KONMUECTBO TabneTok B
YNaKoBKe, Ha3BaHUA NENCTBYIOWMX BELLECTB M MX
cogepwaHme B TabneTke, yCNOBUA XPAHEHWA,
«[IpUMEHATL NO Ha3HaYeHMIo Bpayan, «XpaHuTb B

pEfHCTpBU,MOHHbIFI HOMEp, HOMEP Cepun, CPOK

LloNONHWUTENBHO MOTYT HAHOCUTLCA CPeACTBa
MAEHTUDUKALMK ANA CUCTEMbI MOHUTOPMUHIA

NPpUMEHEHWMA.

21.06.2023 XpaHeHue

MNpw Temnepatype He Boiwe 25 °C

CoorBerctayer

21.06.2023 Cpok roaHocTH

4 ropa

logex pgo 01.07.2027

3aknouenme OKK: /lekapcTBeHHbiA npenapat Acnapkam Tabnetkn, 175 mr+175 mr cepusa 860623 cootsetcTByet HA
NC-001237-200919, nam.No1l, nam.Ne2

Beaywmii cneymnanmcr (no
Ka4ecTBy roToBoro

npoaykra):

NOANMHHUK 3NEKTPOHHOrO AOKYMEHTa,
NOANMCAHHOTO 3NEKTPOHHOM NOANKUCHLIO, XPAHWUTCA B
cucreme JIMMC

Komy BblAaH: Kanuwuiesa Hagemaa EBreHbeBHa
k,[]eﬁauwrenen: ¢ 24,03.2023 no 24.03.2024

CBEOEHWA O CEPTUDUKATE 3N
Ceprudmrar: 0420415400cfaf239548666187 ebfe38fb

J

[aTta Bbigaym 3akNoHeHnA o Kavectee 22.06.2023
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