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| N Mokasarean Cneundmxaunn Pesyastar 7
I Omucanue Juodmnusuposanias macea s Hopomok ot | TToponrok Gedoro unera, |
Genoro 10 109TH Gentoro useta, Hdoliyekaeres f
KOMKOBaHHe, |
02 | Bpems pactsopetss He Bosce 60 ¢, 42 cexyias, ‘ I
03 | Nommmunocrs Bpema yaepkupanus  ocropioro fidka Ha | Bpewms YACPAKHBAIMS  OCHUBHOTO  fuxka  na |
(la-tenpa.?c'::: XPOMHTOIT}[}MMC HCHIWTYEeMOIro puc*l'sepa XpoMarorpaMme HCI’]M'I"_\‘C‘.\! oro PacTBOpd
BIXKX AOITKHO COOTBCTCTBOBATE BPEMEHI | COOTBETCTBYET  BpeMcHy YIACPIKHBAHKA  OCHOBHOTO
YACPHKHBAHUA OCHOBHOTO HKa Ha | THKA HA XPOMATOrpaMMe CTaHAapTHOFD pacTsopa
Hampui APOMATOTDAMME CTAIIAPTHOTO pac rBOpd.
XapakTepias peakius B na
HATPMH Homien coorserersonars TpeOoBamunM, Cootsererayer TpeGosanas,
04 1 Ipospaunocts pacrsopa 0.4 % pacraop npenapata B 801¢ 101ken ! Hpospavnsiii,
GLITh NpOsPatHBIM, |
rﬂa sernocrs pacrsopa OnTiueckas  miothocts (4%  pactropa | 0,006,
Yqb-uncrrpurjm'rommpm penapata B soje upu 430 uv 1omina OBITE |
Gonce 010
06 | pH . 0190 a0 !12.0 (0,4% pactsop npenapara s J 11,20,
- — |_BOTIE). i
07 | Bona He Goaee 5,0%, | 1.39%
08 | Ouanopoanacts macens 18/20 daakonos: ne Gonee = 10%, ( Ot -2,4% 10 +1.8%, 7
2/20 dnakonos: ie Gonee + 209,
09 | Oanopoanocts Aosuposaina | Mpun=10AV <L] LI = 15,0, ! 07 T |
Ipu n = 30 AV < L1 u nee 3naseHus Xi |
YAOBICTROPSIOT tepasenctsy [M - Xi] < 0,01 )
xL2xM. o
10| Mexanmucckne BKITIOYEHHS [
Bumannie sactui B cooraercrsun ¢ TpeSoBannsam, He o6napyuceno.
Henanmeie sacruuw HacTHu pasmepom > 10 mim — ye Gonee 6000 | 416/¢aakon,
B OJHOM (uiakone,
HactHu pasmepom = 25 siw — e Goaee 600 00/paakon.
o1oM drakowe, ‘_{
1T | Poncraenunie npHMecH Eannnsnas npusece - ne 6onee 0.5%. 0,02%. '
BOKX Cymma npuseceii - e Gonee 1.0%. 0,03%.
12 Bakrepuanuune JHAOTORCHHBL | He Goaee 5.8 ED/mr oMenpasoaa - Metee 5.8 9/mr OMeHpaloaa.
13| Crepuannocrs Nozsen Gorry CTCPHIIbHBIM. Crepuisini,
I Koauveersennoe Or 90,0 % a0 | 10,0 % e_'r_-}_un::cnnom 101,8%,
onpeagaeHue (BOXX) KOJMMECT Ba OMenpasona. e
Hpurorosaeno ’ lposepenc I
D - - ( — J
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Toprosoe Oman, AHODHUIHIAT 245 NPHIOTORACH IS pacTBoOpa 11a AIl Ne FMI0902/2]
HAUMEHOBRHHE BHYTPHBCHHOTO BBegenns, 40 mr
MHH Omenpason Cepun Ne ID3012

1
Mara mirorosaenus | 11/2021 Cpox roasoctu | 10/2024 Paivep cepun 25500 thaaronos
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1
APHMCHEHHA, MPCAYNPCANTCABHLIC HWIMCH: | aapec  QupmMbl-uponasoutens  «flponssoanTens:

Ne | Tlowasarenu Cneunduxaunsn

«Xpanuts B HEAOCTYIIHOM 18 AeTell Mecten,
«CTEPHALHOY,  HOMEP  NPOHIBOJCTHEHHOH
AMLEH3HM, HOMEpP PErHCTPAUHOHHOTO
YAOCTOBCPEHHN, HOMCP CCPHHM  NIPENapaTsa
(mrenruduxarop  ( 10)), «roaen  a0...»
(naentuwpukarop (17)), wrpux-ko;.

JIonoanatensho  Morve  OhiTh  HaueceHb
rao0ansHeiH  HACHTHPHKALHOHHLI HOMep
TOprosof einuiw (GTIN «~ waertudukarop
(O1)), wmaMBWIVAILHBIA Cepuilkbii HOMEp
ToproBolt eanmnmie (SN~ waentudikarop
(21)), cpeacrsa HACHTH(MHKALHH  CHCTEMBI
MOHHTOPHHIA  ABHWKCHHA  JICKAPCTBEHIBIX
upenapatos (KM3). Mecropacnonomenne u

MCHATLCA B
TEXHOMOIHYECKHX
NPOH3IBOACTBA.

Ha omuxemxe xapmonnoii  xopotku  das

FABHCHMOCTH 0T

ocofeHHOCTCH

CMayguonapos OONONHUMETBHO YRQImaaont.

Hpeaynpeanrentuyio HAJIITHCH «Jlas

| YAOCTOBEpeHus «Peeucmpayionnoe yoocmaosepenie

(GOpMAT  CPEACTB  MACHTH(HKALME  MOWET |

Craunere Jdpars sua Kemurans [lat. Jra. Plot Ne
112, Phase — 3, IDA, Cherlapally, Hvderabad -
500059, Telangana, India», nanveHoBanue W aipec
(PHPMBI-YTIZKOBUIK KR «¥Ynakopano: MAmopac
Dwcnounm st Jita., Plot Nu 55, Phase - 111, Biotech
Park, Karkapatla (Village), Markook (M), Siddipet
(District) = 502279, Telangana, India.y, gorotun
«JODAS», uwauMenosanue w aigpec  paaaeibua
PCrHCTPAUMOHHOIO YAocToBeperns «Baaaeaeu PV;
000  «lwopac  Dwenousm», Pocews 140202,
Mocwosewan o6, Bockpecenckuii  p-on, 1.
Bockpecenck, ya. Mockoseran, . 45m, oduc 4.n,
KoaHvectse  aakonor B ynakoske «1 Quakomn,
YCI0BHA XpaneHns «XpauuTe NMpH Temiepatype He ‘
sbiwe 30 °Co, veaosus ornveska «OTNyCKAawT no
peuenTy», cnoco® IPHMEHEHHS «Cnocob
NPHMEHCHHN! CM, HHCTPYRUHK 1O NPHMEHENHIO»,
NPeAYNPEIAHTEILHLIC  HadtMeH:  «XpaHutTL B
HEAOCTYNHOM Ans nered mecte.n, «Crepuinnon,
HoMep IIPOHIBOJICTBEHHOH
«lIpousaodcmaeennaa AuKenIua Ne
DRUGS/TS/59/2015(L)», noMep perucTpailionioro

JHLICH3HWH

A JTH-003416»,  womep  cepun mpemapata
(naenTdurarop (10)) «(10) JD3012», «roacH 10...»
(nacrrudmrarop (17)) «(17) 1072024, W pUx-Kk0iL «8
906055 S82619», rnoGanbHLil WACHTH(MKALKOH I
osep toprosoit eausuus (GTIN — waentuduxarop
(01)) «(01) 08906055582619», WEIHBHIYATBHBIH
cepuiinpii  nomep  Toprosoil  eammuust (SN -

wientngukarop (21)) «(21) WB05VSCIATFON»,

CTalMOBaposy.  YCAOBHE  OTIVCKA  He | CPEACTBA WICHTH(MKALMH CHCTEMbI MOHHTOpPHHrA
YKA3LIBAUOT, ABWACHHA JIEKapeTneiubix npenaparos (Ki3),

17 | Xpaneune Hpu remneparype ne siime 30 °C. pu remneparype we semre 30°C,

18 | Cpokroanocru 3 roaa. | 3 roza.
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