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Acnupo ®apma JIumuTten
Yuacrtok Ne 321, buortek Ilapk ®a3za — 111,
Kapkanataa (Busnank), Mapkyk (Manaai),
Cupauner (It), Tenaurana (III), Augus — 502281.

CEPTUD®UKAT AHAJIN3A

(I'oTOBBIH NPOAYKT)

HasBanue npoaykra: ®@ocanpenuTaHTa JMMerJayMHH AJisl HHbeKuMii, 150 mr/¢aakxon

I'pynnupoBo4HoE ®ocanpenuranta aumeraymus s | ID enmeundukauuu DPRS180-00
HAMMEeHOBaHHe uHbekLMH, 150 mMr/dnakon
Homep cepuu AS1240442A Homep ananutuyeckoro oryera | APLFP25000127
Pa3zmep cepuu 3050 ¢nakoHoB Cpok roaHocTH Hos6ps 2026 r.
Koa npoaykra 440838 OTo6paHHOE KOJHYeCTBO 104 ¢nakoHOB
JlaTta npou3BoacTBa Jexabpb 2024 r. STP Ne DPSTP049-00
Poinok Poccus
Ne HUCIIBITAHUE PE3YJIbTAT CIIEU®UKALINA
n/n
1 Onucanue JInodunusrpoBaHHas Macca | JlmopunuzupoBaHHas ~ Macca  OT
6emnoro 1BeTa 6enoro 1o o4ty 6€I0ro LBETA
2 OnucaHHe BOCCTAHOBJIEHHOT 0 IIpu BoccTaHoBieHMH cornacHoO | [Ipy  BOCCTAHOBIEHHMH  COIJIACHO
pacTBopa yKa3aHusM, pacTBOp | yKa3aHUSAM, pacTBOp IHPENCTABISET
npeacTaBiseT coboi npo3pauHblil | co60f pacTBOopa OT NPO3PaYyHOro
pacTBOp OJIeqHO-XKENTOro 1BeTa. | OeCLBETHOro [0 OJIEIHO-KENTOro
L[BETA.
3 INoanuuHOCTH
3.1 | a) mo Y® cnekrpy Y ®-cniextp noriomeHus | Y®-cnekTp NOTJOLEeHUs pacTBOpa
pacTBopa oOpa3ua | oOpa3ua JODKEH NEMOHCTPMPOBATh
JEMOHCTPUPYET MaKCUMyMbl U | MAKCUMYMbl U MHMHUMYMBl IPH TeX
MHUHUMYMBI TIpU T€X € IJIMHAX | )K€ JUIMHAX BOJIH, 4YTO M CIEKTp
BOJIH, YTO U CIEKTP CTAaHAAPTHOIO | CTaHAAPTHOI'O PacTBOpA.
pacTBopa.
3.2 | b) mo B9XKX BpeMmsi ynepkuBaHUS OCHOBHOIO | BpeMs  ynaepkuBaHMs  OCHOBHOIO
nuKa Ha XpoMarorpamMMme | Iuka Ha Xpomarorpamme

Ipumeuanue: YTBEPXKIEHO (O6pa3ern; cooTBeTCTBYeT BbillieyKa3aHHOH cneuupuKaLunn)

KommenTapwii (1): JlaHHbIe nepeHeceHbl U3 ananuTndeckoro otyera Ne APLFP24003596

HUcnbitanue (-51), BHIIOIHIAEMOE (-€) CTOPOHHUMM OpraHu3auusiMu: OnucaHne

Omnucanne BOCCTaHOBIIEHHOTO pacTBOpa
a) Ilo YO cnektpy

b) ITo BOXX

LserHocts (rpu 430 uM) (EOIT)
Bpewms BoccTaHOBNEHUS (CEK)

ITonHOTa pacTBOPEHMSI ¥ IPO3PAYHOCTh PACTBOPA

OnHOPOIHOCTD 103UPOBaHuUs (M/M) (TT0 OTKJIOHEHHIO MacChl)

pH
Bona (Metomom K. ®@umiepa) (% m/m)

Konuuecrsenroe onpenenenue (Meronom BOXX) (%, M/M) (3asBieHHOE conepkaHue B repecyeTe Ha (ocanpeniTanT)

Poncreennast npumecs-1
JIro6as HenneHTUGHUUUPOBaHHAS TIPUMECh
a) Buaumsie yacTHILIBI

b) Hepuaumble yacTUIIbI (ITOACYET YUC/IA YACTHII METOOM CBETOOIOKMPOBKH) G0Jbiie WK paBHO 10 MkM-yacTULY/ GaakoH

Bosnbiue uny paBHO 25 MKM-4acTULY (iakoH
OcraroyHble OpraHU4eCKUe PaCTBOPUTENH
DJeMEHTHBIE IPUMECH

NHbeKUMOHHBIE PACTBOPBI WIIM UMILIAHTHPYEMBbIE JIEKAPCTBEHHBIE NPEeNapars! (NapeHTepabHbIe 1eKapCTBEHHbIE PENAparhl)

Bakrepuansubie 3HI0TOKCHHBI (ED/MT)
CrepunbHOCTh

ITpoBepun Rajasekhara Rao.Gondara VY1Bepaunn: Sivakrishna Reddy Bommareddy
(Menemxep OKK) (Menemxep OKK)
Jara nposepku |12.01.2025 15:04 Jlata yTBEpXKAEHHUS: 12.01.2025 15:21

Pacneuartan: Sivakrishna Reddy Bommareddy

Pacneuyarano (aaTa): 12.01.2025 15:21

Ne konuu: 3

Crpanuna Ne: 1 u3 4

Ipumeyanue: HacTosimuii 10KyMeHT ¢()OPMHPOBAH B 3JIEKTPOHHOM BHAE M AeficTBUTeJeH Ge3 nmoanucH.

Ne popmara: QCSOP138-A18-01




Acnupo ®apma JIlumaTen
Yuacrok Ne 321, buorex ITapk ®a3a —I11,
Kapkanatia (Bunnamx), Mapkyk (Manan),
Cupnuner (It), Tenanrana (1), Aupus — S02281.

CEPTUO®UKAT AHAJIN3A

(I'oToBbIi IPOAYKT)

Ha3spanue npoaykra: ®ocanpenuTaHTa IMMErJIyMHH 1Sl HHbeKUHH, 150 mr/daakon

I'pynnupoBoyHoe ®ocanpenuranTa JuMeriyMuH ang | ID cneundukaunn DPRS180-00

HaHMeHOBaHHe uHbekumH, 150 Mr/duaxon

Homep cepun AS1240442A Homep ananuTuyeckoro oryera | APLFP25000127

Pa3mep cepuu 3050 ¢pnakoHoOB Cpok roaHocTH Hos6ps 2026 1.

Kon npoaykra 440838 OTo0panHOe KOJIHYECTBO 104 ¢pnaxoHoB

JlaTa npoH3BoACTBA Jexabps 2024 1. STP Ne DPSTP049-00

PriHok Poccus

HCIBITYEMOTO pacTBOpa AOJDKHO | HUCIBITYEMOTIO pactBOpa
COOTBETCTBOBATh BPEMEHH | COOTBETCTBYET BpEMEHH

yIep>XUBaHHUA OCHOBHOT'O IHKa Ha
XpOMarorpaMMe  CTaHIapTHOTO
pacTBopa, Kak IIOMyYeHO B
KOJITYECTBEHHOM OTIpeeTICHHH.

yIOEPXKHUBAaHHs OCHOBHOTO IHKa Ha
XpOMaTorpamMme CTaHOAapTHOTO
pacTBopa,  Kak  IONYYeHO B
KOJIMYECTBEHHOM ONpPEIENICHHH.

4 IBeTHOCTHL (Mpu 430 HM) (EOII)

0,032 EOIT

He 6onee 0,2

5 Bpemsi BoccTaHOBJIeHHS (ceK) 45 cexyHn He 6onee 90
5 IloinoTa  pacTBOpeHHS u | (@) Ilpu  BoccranoBieHuH, | (i) IIpu BOCCTaHOBJIEHHUHM, Kak
NMpo3pavyHOCTh pacTBOpa KaK yKa3aHO Ha 3THKETKe, TBEPJOe | yKa3aHO Ha JTHKETKE, TBEPHIOE
BEILECTBO pacTBOpsAETCA | BEHIECTBO PAaCTBOPAETCS NOJIHOCTHIO,
TIOJIHOCTBIO, He OCTaBJsAsl | HE  OCTaBNAs  HEPACTBOPEHHOIO
HEepacTBOPEHHOTO BEILECTBA. BEILECTBA.
(ii) BoccTtaHOBNEHHBIH (ii) BoccTaHOBNIEHHBIH pacTBOp

pacTBOp HE3HAYUTENBHO MEHee
MpO3payHbIii, Y4eM paBHEIH 00BeM
pacTBOpHUTENsA, coAepxamuiics B

HE3HAYUTEJIBHO MEHEE INPO3payHbIH,
4YeM paBHbI 00BEM pacTBOPHTEIS,
comepxamuiics B aHAJOTHYHOH

AHAJIOTMYHON €MKOCTH H

Ipumeyanne: YTBEPKEHO (O6pa3ew co0TBETCTBYET BbllIeyKa3aHHOH cneuHpHUKanHH)

KomMenTapnii (1): JlaHHbIE IEpeHECEHBI U3 aHaUTHYeckoro otyera Ne APLFP24003596

Hcnrrranue (-91), BHINONHAEMOE (-€) CTOPOHHMMH opranusauusMu: Onucanue

Onucanyie BOCCTaHOBIEHHOTO PacTBOpa

a) Ilo Y@ cnexrpy

b) Ilo BOXX

I{serHocts (npu 430 HM) (EOIT)

Bpems BoccTanoBIEeHHS (CEK)

TTonHOTa pacTBOpPEHHS U NMPO3PaYHOCTh PACTBOpPA

OnHOPOTHOCTH 103UPOBaHHs (M/M) (TTO OTKJIOHEHHIO MacChl)

pH

Bogza (Meronom K. ®umepa) (%o M/M)

Konvuectsennoe onpenenenne (Meronom BOXKX) (%, M/m) (3asBiieHHOE CoAEpKaHuUE B IiepecueTe Ha GocanpeniranT)
PoxcrBenHas npumecs-1

JIro6as HenneHTHUITMPOBAHHAs IPUMECH

a) Bunumeble yacTUIIbI

b) Hepunumsle yacTuiib! (OACYET YKCIIA YACTHIL METOLOM CBETOOIOKHUPOBKH) G0JbILe MM paBHO 10 MKM-4acTHIl/(aakoH
Boubiie unu paBHO 25 MKM-4acTHLY prakoH

OcraroyHble OPraHNYECKHE PACTBOPUTENH

DNeMEHTHBIE IPUMECH

HHbeKUMOHHbIE PACTBOPHI MM UMITAaHTHPYEMBIE JIEKapCTBEHHBIE NIPenapaThl (IapeHTepalbHble JIEKapCTBEHHBIE TIPENaparhl)
Bakrepunansubie 5HT0TOKCHHBI (ED/Mr)

CrepunbsHOCTH

Iposepun Rajasekhara Rao.Gondara V1Bepaun: Sivakrishna Reddy Bommareddy
(Menemxep OKK) (Menemxep OKK)

Jara nposepku [12.01.2025 15:04 JlaTa yTBEpXAEHHA: 12.01.2025 15:21

Pacneuaran: Sivakrishna Reddy Bommareddy Pacneyarano (aara): 12.01.2025 15:21

Ne konuu: 3 Crpanuna Ne: 2 u3 4

Ipumeuanne: HacTosimuii A0KyMeHT c)OPMHPOBAH B 31eKTPOHHOM BH/E H JefiCTBHTeIeH 6e3 noanucH.

Ne popmarTa: QCSOP138-A18-01




Acnupo ®apma JlumuTten

Ny g Yuacrok Ne 321, buorek Ilapk ®a3za — I11,
> b & e Kapkanaraa (Bunnank), Mapkyk (Mangai),
Cupauner (Ar), Tenanrana (III), Muansa — 502281.

CEPTUOUKAT AHAJIM3A
(I'oToBBIi NPOAYKT)

Hassanue npoaykra: ®ocanpendTaHTa AMMErJyMHH 115 HHbeKUUH, 150 Mr/daakon

I'pynnupoBoYHoOe ®ocanpenuranra quMernyMud ais | ID cneundukauuu DPRS180-00
HaHMeHOBaHHe uHbekini, 150 mr/dnakon
Homep cepuu AS1240442A Homep ananutuyeckoro otyera | APLFP25000127
Pasmep cepuu 3050 ¢makoHOB Cpok rogHocTH Hos6ps 2026 .
Koa npoaykra 440838 OT1obpaHHOE KOJIHYECTBO 104 ¢akonoB
Jlata npousBoacTBa Jlekabps 2024 r. STP Ne DPSTP049-00
PuiHok Poccus
HCCIIeTyeMBbIH AQHAJIOTUYHBIM | €EMKOCTH u HCCIIEAyEMBIii
obpazom. aHaIOTUYHBIM 00pa3oM.
7 OnHopoaHocTs  ao3upoBaHusi | 3,4 % IToka3atenb MPUEMJIEMOCTH OOJDKEH
(M/M) (10 OTKJIOHEHHIO MACChI) ObITh MeHee wiu pased L1 (15,0)
8 pH 7,78 Ot17,5 00 9,0
9 Boaa (MeToaom K. ®umepa) (% | 1,4 % M/m He 6onee 3,0
M/M)
10 Ocmosipocts (mOsmol/kg) 593 mOsmol/kg NLT530 and NMT670
11 KonnuyecTBennoe onpeaenenne | 104,2 % m/m He menee 95,0 u He 6onee 110,0
(Metonom BIXKX) (% m/m)
(3asiBneHHOe colepKaHHE B
nepecyere Ha PocanpenuTaHT)
12 | PoacrBeHHble npuMecH (METOIOM
BIXKX) (% m/m)
12.1 | PoncTrBenHasi npumech-01 0,64 % M/M He 6Gonee 1,5
12.2 | JIwbass nenpentuduuuposannas | 0,05 % m/m He 6onee 0,15
npuMech
12.5 | Cymma npumeceii 0,87 % m/m He 6onee 2,0

IMpumeyanne: YTBEPXKJIEHO (O6pa3en cooTBeTCTBYeT BblllieyKka3aHHOH crnienpHKauuu)

Kommenrapuii (1): JlaHHbIe TIepeHeceHbl U3 aHanmuTrdeckoro otyera Ne APLFP24003596

HWcnbitanue (-s1), BBIMOJIHAEMOE (-€) CTOpPOHHUMH opraHu3anusmu: Onncanue

OmnuMcaHHe BOCCTAHOBJIEHHOTO PacTBOpa

a) Ilo YO cnekrpy

b) ITo BOXX

L BetHocts (rpu 430 H™M) (EOIT)

Bpewms BoccTaHoBNEeHHS (CEK)

[TosnHOTa pacTBOPEHHs ¥ NPO3PaYHOCTh PacTBOpa

OnHOPOIHOCTH NO3UPOBaHUS (M/M) (TI0 OTKIOHEHHIO MACCh)

pH

Bona (MeTonom K. @ummepa) (% m/m)

Konnuecteennoe onpenenenue (Meronom BOXX) (%, M/M) (3asBieHHOE conepkaHue B epecuere Ha ocanpenuTanT)
PoncreenHas npumecs-1

JIro6ast HeuneHTudUIMpOBaHHAs IPUMECH

a) Bunumble yacTuib

b) Hepuaumpie yacTuilb! (MOACYET YKMCIIA YACTHI] METOJOM CBETOOJIOKUPOBKH) GOJbIIE WK paBHO 10 MKM-4acTULY/IIakoH
bonbiue nmm paBHo 25 MKM-4yacTULy) prakoH

OcCTaToYHbIe OPraHUYECKUE PACTBOPUTEIH

DJIEeMEHTHBIE PUMECH

WHbeKIMOHHBIE PACTBOPHI MJIH UMILIAHTHPYEMBIE JIEKApCTBEHHBIE NPENaparh! (apeHTepabHble JIEKAPCTBEHHBIE NIPENApaThl)
bakrepuanphble 3u10TOKCHHB! (ED/MT)

CTepuiibHOCTh

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

Jara npoBepku |12.01.2025 15:04 Jlata yTBEp)KACHHUS: 12.01.2025 15:21

Pacneuaran: Sivakrishna Reddy Bommareddy Pacneuartano (aata): 12.01.2025 15:21

Ne konuu: 3 Crpannia Ne: 3 u3 4

Ipumeyanue: HacTositumii AokyMeHT cOpMHPOBaH B 3JeKTPOHHOM BH/e M JeiicTBUTeIeH 0e3 MOANMCH.

Ne ¢popmaTa: QCSOP138-A18-01




Acnupo ®apma JIlamuTen

Py pug Yuacrtok Ne 321, buorexk Ilapk ®a3a — 111,
ﬁ S E}E ro Kapkanataa (Buinanx), Mapkyk (Masgn),
Cuapuner (A1), Tenanrana (III), Augua — 502281.

CEPTUD®UKAT AHAJIN3A
(I'oToBBIi NPOAYKT)

Haspanne npoaykra: ®ocanpenuTaHTa AMMErJIyMHH 1)1 HHbeKuMi, 150 mr/¢aakxon

I'pynnupoBoyHoe ®ocanpenuradTa AUMErIyMUH 1ig | ID cneundukauuu DPRS180-00

HaHMEHOBaHHe uHbekuui, 150 mr/drakon

Homep cepuu AS1240442A Homep ananutHueckoro oryera | APLFP25000127

Pasmep cepuu 3050 ¢akoHOB CpoK roaHocTH Hos6ps 2026 1.

Koa npoaykra 440838 OTo6paHHOE KOIHYECTBO 104 ¢pnakoHoB

JlaTa npou3BoACTBa Jexabpp 2024 r. STP Ne DPSTP049-00
PbiHox Poccus

13 MexaHnyecKHe BKJIIOYEHHUSA

13.1 | a) BumuMbie 4acTHLbI Bunumeie gacTulp! | Bunumeie YaCTHULBI JIOJIXKHBI
OTCYTCTBYIOT OTCYTCTBOBATh
132 | b) HeBuaumbie yacTunbl | 143 gactuw/nakoH He 6onee 6000

(moacyer 4yMeJIa YaCTHL METOOM
cBeT006/10kHpOBKH) Boabiue i
paBHo 10 MkM-yacTHI/d1aKoH

13.3 | Boabwe wuaH paBHO 25 MKM- | 3 yacTH/(rakoH He 6onee 600
yacTHL/pakoH

14 BaxtepuanbHble 3HAOTOKCHHBI | <1,136 EQ/Mr He 6onee 2,3
(E3/mr)

15 CTepHIbHOCTD CrepuibHBIN JlomxeH OBITh CTEPHIIBHBIM

TIIpumeuanne: YTBEPIKJIEHO (O6pa3en cooTBeTCTBYeT BbilleyKa3aHHOH crieuHdHKaunH)

Kommenrapuii (1): JlaHHbIe IepeHeceHbl H3 aHanuTuueckoro otdera Ne APLFP24003596

Hcnerranue (-5), BRINONHIAEMOE (-€) CTOPOHHUMHU opranu3arusMu: Onucanue

Ornmcanye BOCCTaHOBIEHHOTO PacTBOpa

a) Ilo Y@ cnexrpy

b) Ilo BOXX

IBernocts (mpu 430 uM) (EOIT)

Bpems BoccraHoBIEHHUS (CEK)

ITonHOTa pacTBOpeHMS M MPO3PaYHOCTh PacTBOpa

' |OHOpOAHOCTb N03UPOBaHHs (M/M) (IO OTKJIOHEHHIO MACCBI)

pH

Bona (Meroaom K. @umepa) (%o M/M)

Konuyectsennoe onpexnenenue (Meronom BOXKX) (%, m/M) (3agB1eHHOE coepkaHue B repecyeTe Ha $HOoCcanpenuTaHT)
PoxcreenHas npumecs-1

JIro6ast HeuAeHTUHLIMPOBAHHAS IPUMECh

a) Buaumble gacTuib

b) Hesunumple yacTHIH! (TIOACUET YKUCIA YACTHL METOJIOM CBETOOI0KMPOBKY) Gosblie uiH paBHO 10 MkM-yacTuLy/diakoH
Borsiie uny paBHO 25 MKM-49acTHLY/(1akoH

OcTaro4Hbie OpraHU4eCKUE PaCTBOPUTENIH

DJeMEHTHbIE IPUMECH

HHbeKUMOHHBIE PACTBOPHI MIIH MMIUIAHTHPYEMBIE JIEKapCTBEHHBIE NpenapaThl (IapeHTepalbHble IEKapCTBEHHbIE NIPENapaThl)
BaxrepuanbHbie 3HI0TOKCHHB! (ED/Mr)

CrepuibHOCTh

ITporepun Rajasekhara Rao.Gondara Vreepaun: Sivakrishna Reddy Bommareddy
(Menenxep OKK) (Menemxep OKK)

Hara nposepku [12.01.2025 15:04 Jlata yTBEp)KIEHHU: 12.01.2025 15:21

Pacneuaran: Sivakrishna Reddy Bommareddy Pacneyarano (mara): 12.01.2025 15:21

Ne konuu: 3 Crpanuna Ne: 4 u3 4

Hpumeuanne: Hacrosmuii nokymMeHT copMHpOBAaH B 3JIEKTPOHHOM BHJe H JeiicTBHTeJieH 6e3 noanHcH.

Ne popmaTa: QCSOP138-A18-01




