Acnupo ®apma JIumuren

Yuacrok Ne 321, Buorek I[Iapk ®a3za — 111,
Kapkanataa (Buaaagx), Mapkyk (Manpi),
Cupauner (Ar), Tenanrana (I0), Wuansa — 502281.

CEPTUO®UKAT AHAJIN3A
(I'oToBBI# IPOAYKT)

HasBaHue npoaykra: ®ocanpenuTaHTa AHMErJYMHH 1Jisl HHbeKLHH, 150 Mr/daakon

I'pynnupoBo4Hoe ®ocanpenutanra auMerayMuH aas | ID cneundpukaunm DPRS180-00
HaHMeHOBaHHe uHbeKnui, 150 mr/dakon
Homep cepun AS1240397B Homep ananutnyeckoro oryera | APLFP24003694
Pasmep cepuu 4503 ¢pnakoHOB Cpok roaHocTu OxTs6ps 2026 1.
Koa npoaykra 440838 OTo6paHHOE KOTHYECTBO 150 ¢pnakoHoB
JlaTa npon3BoacTBa Hosi6ps 2024 1. STP Ne DPSTP049-00
Poinok Poccus
Ne HUCIIBITAHHUE PE3YJIbTAT CIHELHIU®UKAIIUA
n/n
1 Onucanue JInodunusnpoBaHHas Macca | JluopunuzupoBaHHas  Mmacca  OT
Oenoro 1BeTa 6enoro 1o mouTH 6enoro 1BeTa
2 OnucaHyue BOCCTAHOBJIEHHOI 0 IIpu BoccTaHOBNEHMH coracHO | [Ipy  BOCCTAHOBNEHHMHM  COIJIACHO
pacTBopa YKa3aHusM, pacTBOp | yKa3aHUSM, pacTBOp MpPEACTaBISAET
npeacTaBiseT coboil mpo3pauHslil | cobol pacTBOpa OT IIPO3PaYyHOro
pacTBop OJieTHO-XKENTOro LBeTa. | OECUBETHOTO H0  OJeIHO-KENTOro
L(BETA.
3 HoanuHHOCTH
3.1 | a) no Y® cnekrtpy Y®-cnextp noriomeHus | YO-cnekTp MOINOIIEHUsT pacTBopa
\ pacTBopa oOpa3na | obpasua OOJKEH AEMOHCTPUPOBATh
JIEMOHCTPUPYET MAKCUMYMbl M | MAaKCUMyMbl U MHMHUMYMBI IPHU TeX
MUHUMYMBI TIpH T€X K€ JUIMHaX | )K€ JJMHaxX BOJH, YTO MU CIIEKTp
BOJIH, YTO U CNIEKTP CTAHJAPTHOTO | CTAHAAPTHOIO PacTBOpa.
pacTBopa.
3.2 | b) mo BIXKX Bpems ypaepxuBaHHA OCHOBHOTO | BpemMs  ynepkuBaHMs  OCHOBHOIO
nuKa Ha XpoMarorpamMme | muka Ha XpoMaTorpaMme

Mpumeuanue: YTBEPXKJEHO (O6pa3sew cooTBeTCTBYET BbillleyKa3aHHO# crielHHKALHH)

KommenTapuit (1): JlanHbIe nepeHecens! U3 aHanuTHaeckoro otuera Ne APLFP24003596

HcneiTanuve (-51), BBINOJTHIEMOE (-€) CTOPOHHUMHU opranusauusmMu: Onucanue

OnucaHue BOCCTAHOBJIEHHOTO pacTBopa
a) Ilo Y@ cnextpy

b) ITo BOXX

[{BerHocTs (ipu 430 HM) (EOIT)

Bpems BoccTaHOBNEHUS (CEK)

ITonHOTa pacTBOPEHHS M NIPO3PaYHOCTh PAacTBOpPa
OnHOPOJHOCTD 103MpOBaHus (M/M) (10 OTKJIIOHEHHIO MacChl)

pH
Bona (Metonom K. @uiepa) (% m/m)

KonnuectBennoe onpezaenenue (Meronom BOXKX) (%, M/m) (3asBieHHOE COfiep)aHue B niepecyere Ha GOocanpentTanT)

Poncreennas npumecs-1
JIro6ast HeMAEHTUULMPOBAHHAS IPUMECH
a) Bumumeie 4acTHILIbl

b) Hesuaumsie yacTHIBI (TTOACUET YKCIIA YACTHLL METOJI0M CBETOOI0KMPOBKK) Ooblie Wik paBHO 10 MkM-uacTHL/(akoH

Bonblie nin paBHo 25 MKM-4acTHLY (1akoH

OcrarouHble OPraHMYeCKUe PaCTBOPUTEIU
DJIeMEHTHbIE IPUMECH

WHbEKIMOHHbBIC PACTBOPbI UM UMILIAHTHPYEMBIE JIEKapCTBEHHBIE TIPenaparsl (IapeHTepallbHbIE IEKAPCTBEHHBIE NIPENaparsbl)

Bakrepuanbhsie 3H10TOKCHHBI (ED/Mr)
CrepuibHOCTD

ITpoBepun Rajasekhara Rao.Gondara Vrteepau: Sivakrishna Reddy Bommareddy
(Menemxep OKK) (Menemxep OKK)
Hara nposepxu |13.12.2024 17:23 JlaTa yTBEp K aACHHS: 13.12.2024 17:26

Pacneuaran: Sivakrishna Reddy Bommareddy

PacneuyaTano (aara): 13.12.2024 17:27

Ne konuu: 2

Crpanuua Ne: 1 u3z 5

Mpumeuyanne: Hacrosimuii 1okyMeHT copMHPOBaH B 3JeKTPOHHOM BHJe M AeficTBUTe/eH 6e3 moanucH.

Ne popmara: QCSOP138-A18-01




Acnupo ®apma JIumuren

Yuacrtok Ne 321, buorek Ilapk d®a3a — III,

R ¢ Red RS Kapkanataa (Bunnamx), Mapkyk (Manaa),

- Cupauner (1), Tenanrana (1), Huansa — 502281.

CEPTU®UKAT AHAJIM3A
(I'oToBBIii IPOAYKT)

Hassanue npoaykra: ®ocanpenuTaHTa AMMerIyMHH s HHbeKkuuii, 150 mr/¢gaakon

I'pynnupoBouHoe ®docanpenuranta gumerayMuH s | ID cneundukaunn DPRS180-00

HaHMMEeHOBaHHe nuHbekLuii, 150 Mr/dnakon

Homep cepuu AS1240397B Homep anannutuueckoro oruera | APLFP24003694

Pa3mep cepuu 4503 ¢naxonon Cpok roaHocTH Oxts6ps 2026 T.

Kon npoaykra 440838 OTto6paHHOE KOJIHYECTBO 150 ¢nakonon

JaTa npou3BoacTBa Hos0ps 2024 . STP Ne DPSTP049-00

PbiHok Poccus

HCTIHITYEMOTO pacTBOpa HOJKHO | UCTBITYEMOIO pacTBopa
COOTBETCTBOBATh BPEMEHH | COOTBETCTBYET BpEMEHHU
yAEp)KUBaHHA OCHOBHOTO NMHUKa Ha | yAEpKUBAaHKWA OCHOBHOIO IIHKa Ha
XpoMaTorpaMMe  CTaHAapTHOIO | XpOMaTorpaMMe CTaHOAPTHOTO
pacTBopa, Kak [OJy4eHO B | pacTBOpa, Kak MOJy4YeHO B
KOJINYECTBEHHOM OINpEAEIEHHH. KOJIMYECTBEHHOM OIIPEIAEIICHUH.

< LBerHocts (npu 430 um) (EOIT) | 0,029 EOIT He 6onee 0,2

) Bpemsi BoccTaHOBJIEHHS (CeK) 45 cexyHn He 6onee 90

3 IlonnoTa PacTBOpPEeHHs u | (i) Ilpu  BoccTaHOBNeHHH, | (i) IIpy BOCCTaHOBNECHMH, Kak

NMpo3pavyHOCTh pacTBoOpa KaK YKa3aHO Ha 3TUKETKE, TREPIOE | YKa3aHO Ha OJTUKETKE, TBEpIOE

BEIIECTBO pacTBOpSAETCS | BEILECTBO PACTBOPSETCS MOJIHOCTHIO,
MIOJTHOCTBIO, HE OCTaBJIsiA | HE  OCTaBJisii  HEPaCTBOPEHHOIO
HEepacTBOPEHHOIO BEILECTBA. BEILECTBA.
(ii) BoccTaHOBNEHHBIH (ii) BocctaHoBNIEHHBIH PacTBOp
pacTBOp HE3HAUMTEJbBHO MEHee | HE3HAUUTEJIbHO MEHEe IPO3PayuHbIi,
NpO3payHblif, 4eM paBHbI 00bEM | YeM paBHBIi O0BEM pPaCTBOPUTEIN,
pacTBOpUTENs, COAEpXKAIUMICI B comepXamuiici B  aHAJIOTHYHOM
AQHAJIOTUYHOM €MKOCTH u

Mpumeyanune: YTBEPKIEHO (OGpa3en cooTBeTCTBYET BblllieyKa3aHHOH cnieuupHKaumH)

KommenTapwii (u): Jlannble nepeHeceHsl u3 anamMTHueckoro oryera Ne APLFP24003596

HcnpiTanue (-s1), BBINOIHAEMOE (-€) CTOPOHHUMH opranuzauusamu: Onucanue

OnucaHye BOCCTaHOBIEHHOTO PacTBOpa

a) Ilo Y@ cnexrpy

b) ITo BOXX

I{BerHoCTS (1pM 430 HM) (EOIT)

Bpems BoccTaHoBneHHUS (CEK)

[TonHoTa pacTBOPEHHS U MPO3PAYHOCTH PACTBOPA

OnmHOPOIHOCTH 103UpOoBaHHs (M/M) (110 OTKJIOHEHHMIO MacChl)

pH

Bona (Metonom K. ®@umiepa) (% m/m)

Konunuectrennoe onpenenenne (Meronom BOXX) (%, M/M) (3asBiIeHHOE coepxkKaHUE B IEPECUETE HA (hOCATIPETIUTAHT)
PoxacreenHas npumech-1

JIio6as HeuneHTUUIMPOBaHHAs TIPUMECH

a) BuauMebie yacTULbI

b) Heruaumbie yacTHip! (TTOACYET YHCIA YACTHIL METOOM CBETOOIOKUPOBKM) OobliIe WM paBHO 10 MKkM-uacTULY (iakoH
Bonbue uin paBHo 25 MKM-yacTUL/ (1akoH

OcraToyHble OPraHMYeCKUe PacTBOPUTEIIH

DJIeMEHTHbIE TIPUMECH

WHbEKUMOHHBIE PACTBOPbI MM UMILIAHTHPYEMBbIE JIEKAPCTBEHHbIC NIpEnaparhl (apeHTepalbHble JIEKAPCTBEHHBIE NPENapaThl)
BakrepuanbHbie 3HA0TOKCHHBI (ED/Mr)

CrepunpHOCTh

ITpoBepun Rajasekhara Rao.Gondara VY1Bepaui: Sivakrishna Reddy Bommareddy
(Menemxep OKK) (Menemxep OKK)

Hara nposepky |13.12.2024 17:23 Jlata yTBEpKAEHHMS: 13.12.2024 17:26

Pacneuaran: Sivakrishna Reddy Bommareddy Pacneuarano (mara): 13.12.2024 17:27

Ne konum: 2 Crpanuna Ne: 2 u3 5

Ipumeyanne: Hacrosumuii 10KyMeHT cpopMHPOBAH B 3JIeKTPOHHOM BH/E M el cTBUTe/IeH €3 NoANUCH.

Ne popmara: QCSOP138-A18-01




Acnupo ®apma JInmuren
/ Y A i o Yuacrok Ne 321, buorek Ilapk ®asza - III,
u ey ¢ &4 | Kapkanatna (Buiamk), Mapkyk (Manat),
" Cupauner (1), Teaanrana (III), Muaus — 502281.
CEPTUOUKAT AHAJIM3A

(I'oToBBIi NPOAYKT)

Ha3Banue npoaykra: ®ocanpenuTraHTa IMMerJayMHH Ais MHbeKkUUii, 150 mr/¢paakox

I'pynnupoBo4Hoe ®ocanpenuranra aumernymus A | ID cneundukauun DPRS180-00
HaHMeHOBaHHe uHbekmi, 150 mr/daakon
Homep cepun AS1240397B Homep ananuTuueckoro oryera | APLFP24003694
Pa3mep cepuu 4503 ¢nakonon Cpok rogHocTH Okts6ps 2026 .
Koa npoaykra 440838 OTo0paHHOE KOJIHYECTBO 150 ¢nakonoB
JlaTa npousBoacTBa Hosi6ps 2024 1. STP Ne DPSTP049-00
PoiHok Poccus
HCCleIyeMbIi aHAJIOTHYHBIM | €MKOCTH 51 HCCIIeLyeMBbIi
obpazoMm. aHAJIOTUYHBIM 00pa3oM.
7 OpHopoaHocTs  po3upoBaHus | 5,4 % IToxa3aresnb NPHUEMIIEMOCTH HOJDKEH
(M/m) (10 OTKJIOHEHHI0 MaCChl) 651TH MeHee win paBeH L1 (15,0)
8 pH 8,19 Ot 7,5 10 9,0
9 Boaa (MeToxom K. @umepa) (% | 1,4 % m/m He 6omee 3,0
M/M)
10 OcmonsipHocTh (MOsmol/kg) 626 mOsmol/kg NLTS30 and NMT670
11 KonnuecTBenHoe onpenenenue | 105,6 % M/m He Menee 95,0 u He 6osee 110,0
(Metonom BIXKX) (% m/m)
(3asiBneHHOe coAepiaHHe B
nepecyere Ha DocanpenuTaHT)
12 PoacTBeHHbIe NpuMecH (METOAOM
BIXKX) (% m/m)
12.1 | PoacTBeHHasi npumech-01 0,74 % m/M He 6Gonee 1,5
12.2 | JIio6asi HenpenTuduuuposanHas | 0,11 % m/m He 6omnee 0,15
npumech
12.5 | Cymma npumeceii 0,87 % m/M He 6onee 2,0

Ipumeuanue: YTBEPKJEHO (O6pa3sen cooTBeTCTBYeT BbilleyKa3aHHOH cnenndpuKanun)

KommenTapuii (4): JlaHHble epeHeceHsl U3 aHanutuyeckoro otyera Ne APLFP24003596

Hcnbrranue (-5), BBINONHIEMOE (-€) CTOPOHHUMH opraHusaupsmu: Onucanue

Onucanne BOCCTaHOBIEHHOTO pacTBOpa

a) Ilo Y@ cnextpy

b) ITo BDXX

I{serHOCTH (mpu 430 HM) (EOIT)

Bpemst BoccTaHOBIEHHUS (CEK)

[TosHOTa pacTBOPEHUS U NPO3PaYHOCTh pacTBOpa

OaHOPOIHOCTH JO3UPOBaHUs (M/M) (110 OTKJIOHEHHUIO Macchl)

pH

Bona (Meronom K. @umepa) (% m/m)

KonnuectsenHoe onpeaenenue (Merogom BOXX) (%, M/M) (3asBaeHHOE colepkaHue B epecyeTe Ha (ocanpenuTanT)
Poncreennas npumecs-1

Jio6ast HeueHTHHULMPOBAaHHAS IPUMECH

a) Bunumeie yacTuLbl

b) Hesuaumbie 4acTuilbl (IIOJCYET YHUCIIA YACTUL METOJIOM CBETOOIOKUPOBKH) GomblIe WK paBHO 10 MKM-yacTHLY takoH
Boibie unm paBHo 25 MKM-4acTHLY (p1akoH

OcraToyHble OPraHNYECKUE PACTBOPUTEIN

DNEeMEHTHBIE PUMECH

NHbeKUMOHHBIE PACTBOPBI M UMILIAHTHPYEMBbIE JIeKapCTBEHHBIE NIPerapars! (MapeHTepalbHbIe JIEKapCTBEHHBIE Npenaparhl)
Bakrepuanshbie 3H10TOKCHHBI (ED/MT)

CTepuibHOCTh

IIposepuin Rajasekhara Rao.Gondara VY1Bepaumt: Sivakrishna Reddy Bommareddy
(Menemxep OKK) (Menemxep OKK)

[Hara nposepku |13.12.2024 17:23 Jlata yTBEpXKICHUS: 13.12.2024 17:26

Pacneuartan: Sivakrishna Reddy Bommareddy Pacneuarano (aara): 13.12.2024 17:27

Ne konuu: 2 Crpanura Ne: 3 u3 5

Ipumeuanune: HacTosiumii 1o0KyMeHT cpopMHPOBAH B 3/1eKTPOHHOM BH/iE H JeiicTBHTeseH 6e3 NoaAnHCH.

Ne popmarta: QCSOP138-A18-01




Acnupo ®apma JIlnmuren
Yuacrok Ne 321, Buotek I[Mapk ®a3za — 111,
A - LI Kapkanartaa (Busnanxk), Mapkyk (Manpaa),
- Cupaunert (Ar), Tenanrana (1), Huaus — 502281.
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CEPTU®UKAT AHAJIUN3A
(I'oToBBIi IPOAYKT)

Ha3sanue npoaykra: ®@ocanpenuTaHTa AMMErJIyMHUH 1151 HHbeKuMid, 150 mr/daakon

I'pynnupoBouHoe ®ocanpenuranta quMerayMuH qsd | ID cneundukaunn DPRS180-00

HAHMEeHOBaHHe uHbekLui, 150 Mr/daakon

Howmep cepun AS1240397B Homep ananutuveckoro oryera | APLFP24003694

Pa3mep cepuu 4503 ¢pnakoHOB Cpok roagHocTn Oxts6ps 2026 T.

Koa npoaykra 440838 OT1obpaHHOE KOJIHYECTBO 150 dnaxoHoB

JlaTa npou3BoacTBa Hos6ppb 2024 r. STP Ne DPSTP049-00
Poinok Poccus

13 MexaHHYecKHE BKIIOYEHHS

13.1 | a) Bugumble YacTHIIbI Bunumele yacTulpbl | BugumMeie YaCTHIIbI JIOJKHBI
OTCYTCTBYIOT OTCYTCTBOBATh
13.2 | b) HeBuaumbie yacTuub! | 34 gacTuwy/diakoH He 6onee 6000

(moacueT YHCIa YAaCTHL METOA0M
cBeTo010kHpoBKH) Bosbiie niu
paBHo 10 MkM-yacTUL/pAaKoH

13.3 | Boabuwie wnu paBHO 25 MkM- | 1 yacTuw/dnakoH He 6onee 600
yacTuu/¢paakoH

14 BakrtepuanbHble 3HIOTOKCHHBI | <1,136 ED/Mr He 6onee 2,3
(E3/mr)

15 CTepuiIbHOCTD CrepunbHblii JloyokeH ObITh CTEPUIbHBIM

Ipumeuanue: YTBEPXKJIEHO (O6pa3en cooTBeTCTBYET BbillleyKa3aHHOH cneupUKaLun)

KommenTapuii (1): JlaHHble nepeHeceHs! U3 aHaauTHyeckoro otyera Ne APLFP24003596

Hcnbitanue (-5), BEIONHAEMOE (-€) CTOPOHHMMU opranusaiusmu: Onucanue

Omnucanyie BOCCTaHOBJIEHHOTO PacTBOPA

a) Ilo YO cnekrpy

b) ITo BOXX

Leernocts (ipu 430 um) (EOIT)

Bpems BoccTaHOBNEHUS (CEK)

ITonHoTa pacTBOPEHMs M PO3PavyHOCTh PacTBOPa

OIHOPOIHOCTD N03HPOBaHHs (M/M) (II0 OTKJIIOHEHHIO MacChl)

pH

Bona (MeTonom K. ®@uiepa) (% m/m)

Konunuecrsennoe onpeaenenne (MeronoM BDXKX) (%, m/M) (3asiBieHHOE coiep)kaHUE B IIepecyeTe Ha ocarpenuTanT)
Poncreennas npuMecs-1

JIro6as HenneHTUUIMPOBaHHAS IPUMECD

a) Bunumblie yacTulipl

b) HeBuaumpie YacTULIb! ([OJCYET YUCIIA YACTUIL METOIOM CBETOOIOKUPOBKH) Goibie UK paBHO 10 MKM-4acTUIY/G1akoH
Bounblie wim paBHO 25 MKM-4yacTHL/ 1akoH

OcraToyHble OPraHN4eCKUe PaCTBOPUTEIH

DJIeMEHTHBIE MPUMECH

WHbeKUHOHHBIE paCTBOPHI WIIM UMIUTIAHTHPYEMBIE JIEKAPCTBEHHBIE Npenapatsl (apeHTepalbHble JIEKAPCTBEHHBIE NIPENapaThl)
Baxrepuanbnbie d3HA0TOKCHHBI (ED/MT)

CTepuibHOCTh

ITpoeepun Rajasekhara Rao.Gondara VrBepau: Sivakrishna Reddy Bommareddy
(Menemxep OKK) (Menemxep OKK)

Jara nposepku |13.12.2024 17:23 Jlata yTBEpKAEHMS: 13.12.2024 17:26

Pacneyaran: Sivakrishna Reddy Bommareddy Pacneuarano (naTa): 13.12.2024 17:27

Ne konuu: 2 Crpanuua Ne: 4 u3 5

Mpumeyanne: HacTosiluii AokymeHT cpOpMHPOBAH B 3JIEKTPOHHOM BHJe H AeficTBHTeeH 6e3 noanMcH.

Ne gpopmara: QCSOP138-A18-01




