-0
(® i gd)apmc:"raﬂgap'r

< 0.0639/2>

OAO wapucranapt - JlekepeicTaan
305022, Pocenn, Kypex, yi.2-n ArperatHan, A.1a/18

Ten. [npektopa no kauecrsy (4712) 36-08-06

e-mail : nvkomeeva @ pharmstd.u

rea/fake Havamank OKK (4712) 36-08-90

MACHOPT Ne 2251/2020T'T1

Haumenopanne npenapara no H: Inxmo3a®, TalneTkn NOKpLIThIE LIeHOUHOH 06oa04Koil, 100 Mr+400 mr
KoauuceTBo NPogyKuMu B cepuu (Thicym.) 2,000

Homep cepun
Jara suinyeka/nponssogersa 10 2019

198X GO14P01

Tonen no 10 2022

AHATHIL/HCOLITANNA Bhinoanensl no HJL JITT-005703-080819, nanm. Nel
KauecTso Npenapara rapauTHPOBAHO B TeHeHNe CPOKA TOAHOCTH NPH ColIIOeninH YCI0BRIE XPAHEHHs B COOTBETCTBHH C
HpEInHCAHNEM B HEPACKPLITOH OPHIHHAILHOMH YIAKOBKE,

R —

Cymya npuseceit peana-
TACHHPA

- He BoJiee 3,5 %

Hwra }Iaam?u.o'u'anlle TpeGosanus HA ‘ Peayabratn )
SHAANIE noKaaTeaei AUATHIOR/ MCNLITAHH I
04.03.2020 | Onncanne Buyyaisno PovBonuansie TabaeTkn, NOKpbITLIe
PomBGoBinbIe TaBATKH, HOKPLITLIE IeHo ol o6os0MK0H polo- | ninenounoil oloaouroil pososore
HOTO BETA, ¢ rpasRposkoil «GSEy wa oanoil cropone u «7916» na | uners, ¢ rpasnponkoll «GShr na
apyrok oanoii cropoue H «7916» na apyroii
04,03.2020 | Noanmiocts’ LYDWKX Coorserersyer
BpemeHa Y{epaiuBanus OCHOBHBLIX NHKOR Ha xposmatorpamme | Bpemeuna yIepauBanis 0CHOBHBIX
- Codochyrip HCHLITYEMOF0 PACTBOPE, AOKHLI COOTBETCTBOBATL BPEMEHRM | IINKOB HA XPOMATOIPSMME HCHBITY-
VACPARHBANNE THKOB cooclyBHpa H BEIIATICHUPA HA XPOMATO- | eMOF0 PACTBOPS COOTBETCTBYIOT-
CPaMMe COOTBETCTRYIONIET) CTANAAPTHOTO PACTBOPR BREMEHRM YICPKHBAHISA THKOS
- Beanatacenp codochyRHPE B BEITIATACHIPA HA
XPOMITOIPRMME COOTBETCTBYIONIE-
TO CTARARPTHOTO PACTROPA
2. ¥®-cnexrpodoromerpis CoorseTcrRyer
Y@O-cuert]p NOrJ0MENHs HCHBITYEMOTO PACTBOPR A0Jen €007~ | Yd-cnekTp Horaomenns nensiry-
BeTeTROBATL YM-cnextpy cranaapriors pacTaopa codochyBEpPA | eMOro PRCTBOPA COOTRETCTRYET
M BOANATACBHPS Yd-criexTpy Craniapriore pac-
Teopa copoclyBupn ¥ BeanaTRCBH-
pa
04.03.2020 | Pacrsopenue’ Metoauka dupmn
D.CHIA, EspaD wan I'® X1 (YKX ¢ YO gerexipossunesm)} 99 %
He sienee 75 % (Q) or sasmaennore woanuecrsa codoclysupa
ueped 20 munyT
04,03,2020 MeTonnka hupmul
®,CIHA, Esp. sian F@® XIT (YIKX ¢ YO geveriuposatines) 101 %
He menee 75 % (Q) o1 3asn/eRHOre KOJHYCCTES BEINATICBUPA
yeped 20 MunyT
0(04.03.2020 | Ponersennuie npusmecn’ Meroura Gupsint (Y IKX)
- HHEC youps GS-607669 - He Boaee 0,50 % Oreyrernyer
04,03.2020 Metoanka pupsib (¥ IAKX)
(S-607670 - e 6oaee 0,50 % Oreyrersyer
04.03.2020 MeTtonura pupsin (YIKX)
GS-606965 - He Gosiee 0,50 % OreyTeTsyer
04.03.2020 MeToanxa pupser (YIKX)
GS-331007 - He Boaee 0,50 % Oreyrernyer
04.03.2020 MeToanka gupsnt (YYKX)
Denoa - He Boace 0,50 % CreyreTnyer
04.03.2020 MeToxukn gupsp (¥ IHX)
Eaunusanoil nenaentidumnmn-
poranmoii npuvecn - He Boaee 0,20 % Menee 0,20 %
04.03.2020 Meroanka dupryn (¥ IKX)
Cymyia npunveceit cofocby-
BUHpH - He Goaee 0.8 % 0,0 %
04.03.2020 | Poacreemusie mpusecs’ Mevoauka dupmnt (YIKX)
ipuyecs BETNATACRADE GS5-642273/G8-642269 - He Bostee 2,10 % 0,48 %
04.03.2020 Merojnxa gupsinn (YIHKX)
GS-607685/GS-627174 - He dosee 1,10 % 0,08 %
04.03.2020 Mertoauka gupme (Y IHKX)
GS-398740 - He Bonee 1,10 % 0,07 %
04.03.2020 Metoanka pupmpi (YIAKX}
GS-650350 - He Boaee 0,80 % QreyrerByer
04.03.2020 Meropika dupyen (YIHKX)
GS-645999 -« He Bonee 0,80 % OTeyTerByer
04.03.2020 Meroguka dupmp (YIKX)
GS-695896 - He Bonee 0,60 % Oreyrersyer m~‘:
04.03.2020 Metoanka dupmel (YIHKX) e BE Y
Ennnnuuoi nemtentidnun- W
ponaunoil npuMecH - He Gonee 0,20 % 0,20 %
04.03.2020 MeTtomsa dupmnt (YIKX) X

s
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Macnopr Ne2251/20201°M1
Snenozad, rabrerku noxpurrsie wienounoil odogouroi, 100 smr+400 mr

cepun 198X GO14POI el
Hara Hausmenonanne 3 PesyanraThl anaan-
ANAIHIR noRazarenseit 1 pcﬁﬁnﬁiulﬁ HK 3gn!ucm-rram:ﬁ
04.03.2020 | Boaa® GO CHIA, Esp wan T X1H
(Meron ICPumepa, BONOMETPHYECKOE THTPOBRHHE HIIH HOUY-
MHKPOMETO)
He Gosee 5.5 % 2.5 %
04.03.2020 | QanopoanoeTs AovEpoBaNNE ©.CIUA, Enp.® win O X111
Codoclysup
Kpurepuii npuesiemoctn pesvastatos (AV) aas 10 rabreror ne 2,5
A0AEN BpeBbIaTH 15,0
i Ecun kpurrepuii npuesuieMoctss peayasraron npessinaer 15,0, o
: APOBOAAT HCHBITANNE HA onaannTeasnpix 20 Tabmerkax. 3nave-
une AV, pacowmrannoe i 30 rabaeror, Aoano SuITL Menee win
pasno 15,0, pee pesyabTATEL HCHBTANII J0AKNBI HAXOAHTHER B
guanazone 0,75 M~ 1,25 M
04.03.2020 @, CHIA, Enp,® wan [d XIH
Beanatacaup
Kpwrepuii npuesaesocra peavaetiros (AV) aas 10 tabaerox ne 2.5
JHVEREH peBLInaTL 15,0
Eenu kpurepnii ipuesiemMoctn pesyastaton npensimser 15,0, ro

HPOBOAAT HCIBITANNE Ha JonoannTeastnix 20 Tabuerkax. 3nage-
wue AV, paccuntannoe s 30 vabaerok, 104%H0 GhITh Menee WK
paBno 15,0, Bee PEIYALTATR HCHBITAHIE 101KHBI HAXORHTHCH B
jgmangione 0,75« M- 1,258« M

04.03.2020 Koanuecruenuoe gnpe;{gn»"“e‘ MeToauxa qﬂlthl (YIKX)

OT 376 Mr 10 420 My codochynnpa (ot 94,0 % mo 105,0 % o1 3ans- | 401,2 mr (100,3 %)
| JIGHHOIO COACPRAHUS) HA OjHY TABICTRY
04.03.2020 MeTtoauxa dupmbt (Y IAX)

Or 94 mr ao 105 mr nexmaracsupa (ot 94,0 % o 105,0 % or sann- | 1003 mr (1013 %)
JIEHHROTO COIRPAAHNA) Ha 0HY TabIerTKy
04.03.2020 | Muxpoluoaorndeckas 4ncro- @.CIHA, Erp.® wan I'd X1, (Kareropus 3A)

Ta Ofuiee yneio 13pobibIx MEKPoOPTannIMon — we Goaee 10° KOE B | Menee 0,01x10°
ir i
04,03.2020 ©.CUIA, Espd nam T'd X111, (Kateropun 3A) :
Obugee MHCA0 APoAsKenLIX W IecHenMX rpubon — ue foxee 10° | Menee 0,1x10°
KOEnlr :
04.03.2020 & CHIA, Esp.® uan I'® XII, (Kateropus 3A) .
Oreyrernue Escherichiacolinl v Oreyrernyer i
04.03.2020 | Ynakonka R cooTsercrrun ¢ pebosannamu HIL JAT-005703-080819, wasn.Nel | [lo 28 rabuerox so dpaakon Geao-

O HBETA, BMECTHMOCTRIG 75 Ml
H3 HOJHITHICHA BBICOKOH 11107+
woctu (ITABI) sanasunbii a.110-
siunmnesoil Goabroit, yRynopen-
b1 HOHAPOIICHOBOR KPLIW-
KO# € CHCTEMOM JaMMHTE 0T
sckpeiTaa aeremn. Caoboanoe
MECTO PAAKOHA 3ANOAHNOT yIia- |
KOBOUYHLIM MATEPHAIOM H3 110~ !
mdupuoro soaokua. fo 1 paa- .
KOHY BMECTe ¢ HHCTPYRUAeH no

i NPHMEHENHIO B NAYKE H3 KApTO- i
| HA ¢ KOHTPOJIEM HEPBOID BCKPbI- :
THH,
96 navex B 0HOM Kopobe,
04.03.2020 | Mapkuponka B coornercraun ¢ Tpebopannamu HJL JIM-005703-080819, uasm.Nel Coorsercrayer
Xpaienne Tpn temueparype ne sbine 30 °C
Cpox roiHocTi J roia | 102022 i

Y Peay/iLTaThl aHATHIOR 1o cepTHdMKaTy npoissoiureis Nineaa Caiencns Alteaom HOCu, Hpasnans

Anasns nposoawsi: xumuk AJI Heaesa M.B.

Jamouenne OKK: coorserersyer H JITI-005703-080819, nam.Nel

Hauaasnuk sskpobuonornueckoii andoparopun OKK " 'f"w Y B, |
Hauags iR AHATHTHIECKOH J1a yupnn OKK ﬁ” Penerenxa H.B.
-/

.
Jeicenxo E.A,
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Hauaneuux OKK




