Acnupo ®apma JInmuren

Yuacrok Ne 321, buorex [lapk ®a3za — 111,
Kapkanaraa (Buananxk), Mapkyk (Mana),
Cuaauner (Ar), Tenaurana (III), Uuaua — 502281.

CEPTUO®UKAT AHAJIN3A
(I'oToBBIi POAYKT)

Hazpanue npoaykra: ®ocanpenuranTa AHMErIYMUH AJist HHbekLUii, 150 mr/¢aakon

I'pynnupoBoyHoe ®ocanpenuranra qumerayMud ais | ID eneundukauun DPRS180-00

HaHMMeHOBaHHe uHbekuwii, 150 mr/¢uakox

Homep cepun AS1240442A Homep ananuTuyeckoro oryera | APLFP25000127

Pa3mep cepuu 3050 ¢pnakoHoB Cpok roaHocTH Hos6ps 2026 .

Kon npoaykra 440838 OTo6paHHOE KOJHYeCTBO 104 ¢naxoHOB

JlaTa npousBoacTBa Jexabpp 2024 r. STP Ne DPSTP049-00

Prinok Poccus

Ne HUCIIBITAHUE PE3YJIbTAT CIHEHUO®OUKALIUA

n/n

1 Onucanne JInodunusupopaHHas Macca | JImopunuzupoBaHHas ~ Macca  OT
6enoro uBeTa 6enoro 10 Mo4TH OEJIOTO LBETA

2 OnucaHue BOCCTAHOBJIEHHOTO IIpy BoccTaHOBNEHMM cOrnacHo | IIpy  BOCCTAHOBIEHMHM  COIJIACHO

pacTBopa yYKa3aHUsM, pacTBOp | yka3aHMsAM, pacTBOpP MNpPEACTaBISIET
MpeacTaBseT co00it Mpo3payuHblil | co00ii pacTBOpa OT MPO3payHOro
pacTBoOp OJIeTHO-XKENTOrO IIBETA. OecBETHOTO 0 OJIeTHO-XKENTOro
LIBETA.

3 IMopnuHHOCTL

3.1 | a) no Y® cnekTtpy Y®-cnextp norsnomeHus | Y®-cnekTp MOINIOMIEHHA pacTBopa
pacTBopa obpasua | obpa3ua HOKEH HEMOHCTPUPOBATh
JEMOHCTPUPYET MaKCHUMYMbl U | MAKCUMYMbl M MHHHUMYMBI IIpH Te€X
MUHUMYMBI TIpH Te€X JK€ JUIMHAX | )K€ JIMHAX BOJH, 4YTO MU CIIEKTP
BOJIH, YTO U CIIEKTP CTAaHAAPTHOTO | CTaHJApTHOI'O pacTBOpa.
pacTBopa.

3.2 | b) mo BOXKX Bpems yznepxuBaHus OCHOBHOTO | Bpems  ynepxuBaHHA  OCHOBHOIO
NUKa Ha XpoMaTorpaMMe | nuka Ha XpoMaTOrpaMme

Mpumeuyanue: YTBEPIKJIEHO (O6pa3en cooTBeTcTBYET BblllieyKa3aHHOH cnenHpHKannm)

KommenTapuit (u): JlanHbie nepeHeceHsl 13 anaauthyeckoro otueta Ne APLFP24003596

Hcneitanue (-1), BBINONHIEMOE (-€) CTOPOHHUMH OpraHu3auusMu: Onucanue

Ornucanre BOCCTAHOBICHHOTO PacTBOpa
a) Ilo YO cnextpy

b) ITo BOXX

IisetHocTts (mpu 430 um) (EOIT)

BpeMs BoccTaHOBNIEHHUS (CEK)

ITonHOTa pacTBOPEHHs M NPO3PaYHOCTh PacTBOPa
OnHOPOIHOCTH JO3UPOBaHHUS (M/M) (T10 OTKJIOHEHHIO MacChl)

pH
Bona (meronom K. ®uiiepa) (%o m/m)

Konuyectsennoe onpeaenenue (MeronoM BOXKX) (%, M/M) (3asBieHHOE coepKaHKe B IiepecueTe Ha GpocanpenuTaHT)

Poncreennas npumecs-1
JIro6Gast HenEeHTH(UIMPOBAaHHAs IPUMECh
a) Bunumble yacTuipt

b) HeBuaumbie 4acTHIIBI (IIOJCYET YHCIIA YACTUIL METOIOM CBETOOIOKUPOBKH) G0JIbILEe MM paBHO 10 MKM-4acTuLY/(JakoH

Boubiue nin paBHO 25 MKkM-4acTHLY/ (1akoH

OcraTo4Hble OPraHUYECKHE PaCTBOPUTEIH
DIEMEHTHbIE NPUMECH

WHbEKUMOHHBIC PACTBOPHI MIIM HMILIaHTHPYEMbIE JIEKAPCTBEHHbIE Tpenaparsl (IapeHTepaJIbHbIE JIEKAPCTBEHHbIE NIPENapaThl)

Bakrepuanshble 3H10TOKCHHBI (ED/Mr)
CrepunbHOCTD

Rajasekhara Rao.Gondara
(Menemxep OKK)

IIposepun

YTBepaun:

Sivakrishna Reddy Bommareddy
(Menemxep OKK)

Jara nposepku |12.01.2025 15:04

JlaTa yTBEpXKICHHUS:

12.01.2025 15:21

Pacneyaran: Sivakrishna Reddy Bommareddy

Pacneyarano (aara): 12.01.2025 15:21

Ne konum: 3

Crpanuua Ne: 1 u3 5

Ipumeuanue: HacTosimuii 1oKkyMeHT c)OPMHPOBAH B 21€KTPOHHOM BHAE H AeficTBUTe/eH 6e3 MoAnMCH.

Ne popmara: QCSOP138-A18-01




P Acnupo ®Papma JInmuren
/ ) Acri e Yuacrok Ne 321, buotek Ilapk ®aza — 111,
A FRIEFER N Kapkanartaa (Buiiamxx), Mapkyk (Mann),
- Cupauner (/It), Tenanrana (III), Muansa — 502281.

CEPTUO®UKAT AHAJIM3A
(I'oToBBIi MPOAYKT)

Haspanue npoaykra: ®@ocanpenuraHTa IHMerJyMHH 1/l HHbeKUUH, 150 mr/daakon

I'pynnupoBouHoe ®ocanpenuranTa auMeraymuH Wi | ID cneundukaunmn DPRS180-00

HaUMeHOBaHUe uHbeKLH, 150 mr/dnakon

Homep cepuu AS1240442A Homep ananuTnyeckoro otyera | APLFP25000127

Pasmep cepuu 3050 ¢pnaxoHOB Cpok roxHocTH Hos6pp 2026 1.

Koa npoaykra 440838 OTo6paHHOE KOJIHYeCTBO 104 ¢pnaxoHoB

JlaTa npon3BoacTBa Jlexabpb 2024 1. STP Ne DPSTP049-00

PoiHok Poccus

HCTBITYEMOTO pacTBOpPa HOJDKHO | MCIIBITYEMOTO pactBopa
COOTBETCTBOBAaTh BPEMEHH | COOTBETCTBYET BPEMEHH
YAEP>KMBaHHUs OCHOBHOTO MUKa Ha | yIEPXKHUBaHUsA OCHOBHOIO IMKAa Ha
XpoMaTorpaMMe  CTaHAApTHOIO | XpoMaTorpamme CTaHAApTHOTO
pacTBopa, Kak [MOJyd€HO B | pPacTBOpa, Kak MOJIy4Y€HO B
KOJIMYECTBEHHOM ONpEAeIeHUH. KOJIMUECTBEHHOM ONPEAEICHHH.

4 LBerHocts (npu 430 um) (EOII) | 0,032 EOII He 6onee 0,2

5 Bpemsi BoccTaHOB/IeHHS (CEK) 45 cexyHn He 6onee 90

5 IMonHoTa pacTBOpeHHsI u | (@) [lpu  BoccTaHoBNEeHMH, | (i) IIpy BOCCTaHOBJICHHMH, Kak

NMpo3payHOCTh pacTBOpa KaK yKa3aHO Ha 3TUKETKE, TBEPAOE | YKa3aHO Ha JTUKETKE, TBEPHOE

BELIECTBO pacTBOpsieTCS | BEILIECTBO PacCTBOPSETCS MOJTHOCTHIO,
NIOJTHOCTBIO, HE OCTaBJAs | HE  OCTaBJsAsd  HEPACTBOPEHHOIO
HEpacCTBOPEHHOTO BEIIECTBA. BELIECTBA.
(ii) BoccTaHOBJIEHHBIM (ii) BoccTaHOBNIEHHBI pacTBOp
pacTBOp HE3HAYMTENIbHO MEHEE | HE3HAYUTEIbHO MEHEE IPO3pavHbIH,
NpO3payHbIii, 4eM paBHbIi 00beM | 4eM paBHbl 00BEM pacTBOpPHUTEIS,
pacTBOpUTENS, COAEP)KALIUICS B | CONepKalMiics B aHaJIOrMYHOH
AHAJIOTMYHOM E€MKOCTH 51

Mpumeuanne: YTBEPKJIEHO (O6Gpa3zew cooTBeTCTBYeT BbilleyKa3aHHO# cieHpHKaLHH)

KommenTapuii (1): JlaHHbIe epeHeceHsl U3 anamtuueckoro oryera Ne APLFP24003596

HcnpiTanue (-5), BHITONHAEMOE (-€) CTOPOHHUMMU opraHu3auusMu: OnucaHue

OmnucaHue BOCCTaHOBICHHOTO pacTBopa

a) Ilo YO cnextpy

b) ITo BDXX

L{BerHocTs (1pu 430 HM) (EOIT)

Bpemst BoccTaHOBIEHUS (CEK)

[TonHOTa pacTBOPEHMS U NPO3PAYHOCTh pacTBOpPa

OHOPOIHOCTD I03MPOBaHUs (M/M) (10 OTKJIOHEHHIO MAacChl)

pH

Bona (Metonom K. ®@umepa) (% m/m)

Komuecrsennoe onpenenenue (Meronom BIXX) (%, M/m) (3asBieHHOE copepkaHUe B MiepecyeTe Ha (OCarpenuTanT)
Poxcreennas npumecs-1 '

JIro6as HeuaeHTHGHUIIMPOBAHHAS IPUMECh

a) Buaumeie yacTuibl

b) HeBuaumbie yacTHIB! (MOACUYET YKHCIIA YACTHL METOJIOM CBETOOIOKMPOBKH) Oouibilie Win paBHO 10 MkM-4yacTuLy/daakoH
Bosbiue 1in paBHoO 25 MKM-4acTuLy/diakoH

OcraToyHble OPraHM4eCKHE paCTBOPUTEIH

DNEeMEHTHBIE NPUMECH

HHbEKIMOHHbIC PACTBOPbI UM UMILIAHTHPYEMBIE JIEKapCTBEHHbIE NIPenapars! (MapeHTepalbHbIe J1€KapCTBEHHBIE NIPENapaThl)
Baxrepuanbhbie 3H10TOKCHHBI (ED/MT) :

CrepuibHOCTh

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

Jara nposepku |12.01.2025 15:04 JlaTa yTBEpHIACHHUS: 12.01.2025 15:21

Pacneuaran: Sivakrishna Reddy Bommareddy PacneuaTtano (nara): 12.01.2025 15:21

Ne konum: 3 Crpanuna Ne: 2 u3 5

Mpumeuanune: HacTosiuuii 1oKyMeHT chOpPpMHPOBaH B 31eKTPOHHOM BH/e U el cTBUTe/eH 6e3 noanucH.

Ne popmara: QCSOP138-A18-01




Acnupo ®apma JlumuTten
Yuacrtok Ne 321, buorek Ilapk ®a3za — III,
— Kapkanaria (Buiagk), Mapkyk (Manan),
b Cupaunert ([Ir), Tenanrana (III), Mugus — 502281.

CEPTU®UKAT AHAJIN3A
(I'oToBbIii NPOAYKT)

Hazsanue npoaykra: ®@ocanpenuTaHTa AMMerJyMHH AJisi HHbekunii, 150 mr/daakon

I'pynnupoBouHoe @ocanpenuranra auMerayMuH 1is | ID cneundukauun DPRS180-00
HaHMEHOBaHHe uHbekmH, 150 Mr/daakon
Homep cepun AS1240442A Homep ananutuyeckoro otyera | APLFP25000127
Pasmep cepun 3050 ¢pnakoHoB Cpok roaHocTu Hos6ps 2026 .
Kon npoaykra 440838 OToGpaHHOe K0JHYeCTBO 104 ¢pnaxonoB
JlaTa npousBoAcTBa JexaOpb 2024 . STP Ne DPSTP049-00
PbiHok Poccus
HCCIIeayEeMbIit AQHAJIOTUYIHBIM | €MKOCTU U HCCIIeyEeMBIii
o0pazoMm. aQHAJIOTMYHBIM 00pa3oM.
7 OnaHopoaHocTh  Jo3upoBaHus | 3,4 % [Toxa3atens NMPHUEMIEMOCTH OOMKEH
(M/M) (10 OTK/IOHEHHIO MACChI) 6b1Th MeHee unu paseH L1 (15,0)
8 pH 7,78 Ot 7,5 10 9,0
9 Boaa (MeTonom K. ®@uuepa) (% | 1,4 % M/Mm He 6omnee 3,0
M/M)
10 OcmonsipHocTb (mOsmol/kg) 593 mOsmol/kg NLT530 and NMT670
11 KosinuecTBeHHoe omnpenenenue | 104,2 % m/m He menee 95,0 u He 6osee 110,0
(Metonom BIKX) (% m/m)
(3asiBJIeHHOE colaep:kaHHe B
nepecyere Ha docanpenHuTaHT)
12 PoacrBeHHble npuMecH (MeTOAOM
B3XKX) (% m/m)
12.1 | PoncTBeHHasi npuMech-01 0,64 % m/M He 6onee 1,5
12.2 | Jlo6asn HenaenTudpuuuposannas | 0,05 % m/M He 6onee 0,15
npumech
12.5 | Cymma npumeceii 0,87 % m/M He 6onee 2,0

IIpumeuanue: YTBEPYKJIEHO (OGpa3seu cooTBeTCTBYeT BbllleyKa3aHHO# cneuHpukaumnn)

KommenTapuii (1): JlaHHble nepeneceHsl W3 ananutudeckoro oryera Ne APLFP24003596

HUcnpiTanue (-1), BBINOIHAEMOE (-€) CTOPOHHUMH opraHusanusamu: Onucanue

OnucaHie BOCCTaHOBIEHHOTO pacTBopa

a) Ilo YO cnektpy

b) ITo BOXX

IBerHocts (mpu 430 uM) (EOIT)

Bpewms BoccTaHOBNEHHUS (CEK)

ITonHOTa pacTBOpEHUs ¥ PO3PAYHOCTH PacTBOPA

OnHOpoIHOCTH 03UpOBaHHs (M/M) (10 OTKJIOHEHHIO MacChl)

pH

Bopna (meromom K. @uiiepa) (% m/m)

Konuuecrennoe ornpeaenenue (Merogom BOXX) (%, M/M) (3asBiieHHOE coAEepikaHUe B iepecyeTe Ha ocanpenuTant)
PozncreenHas npumecs-1

JIro6as HeuneHTuGUIMpPOBaHHAs IPUMECh

a) Buaumeblie yacTHLbl

b) Heuaumbie 9acTuiibl (MOACYET YKCIA YACTHI] METOJIOM CBETOOJIOKMPOBKHM) Oobliie Wiy paBHo 10 MkM-yacTHLy/diakoH
Bonblue unm paBHO 25 MKM-4acTuly/GakoH

OcraTo4Hble OPraHUYECKHE PACTBOPUTEIH

DJIeMEHTHBIE NPUMECH

HHbeKIMOHHBIE PACTBOPBI HIM UMILIAHTUPYEMBIC JIEKapCTBEHHBIE Npenaparhbl (IapeHTepalbHble JIEKapCTBEHHBIE NPENapaThl)
Bakrepuanbhble 3H10TOKCHHBI (ED/MT)

CTepunbHOCTD

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

Jara nposepku [12.01.2025 15:04 Jlata yTBEpKACHHUS: 12.01.2025 15:21

Pacneuaran: Sivakrishna Reddy Bommareddy PacneuyaraHo (nara): 12.01.2025 15:21

Ne konuu: 3 Crpanunna Ne: 3 u3 5

Ipumeyanue: HacTosiluuii 10KyMeHT cpopMHPOBaH B 3JIEKTPOHHOM BHAE M AeHCTBHTeJeH 6e3 NoANUCH.

Ne popmara: QCSOP138-A18-01




- Acnupo ®apma Jlumuren
F % M en & o | Yuacrok Ne 321, Brorek ITapk ®aza - III,
& L e RE RS Kapkanataa (Buaaanx), Mapkyk (Manao),
‘ - Cupauner (1), Tenanrana (1), Mugus — 5S02281.

CEPTU®UKAT AHAJIU3A
(I'oToBBIN NPOAYKT)

Hassanue npoaykra: @ocanpenuTaHTa AMMerJyMHH AJsl HHbeKuui, 150 mr/daakon

I'pynnupoBouHoe ®ocanpenuranra aumernaymMus s | ID cneundukauumn DPRS180-00

HaUMeHOBaHHe uHbeKkuuH, 150 mr/dnakon

Homep cepun AS1240442A Homep ananutuyeckoro oryera | APLFP25000127

Pa3mep cepuu 3050 ¢pnaxoHoB Cpok roagHocTH Hos6ps 2026 .

Koa npoaykra 440838 OTo6paHHOE KOJIHYECTBO 104 ¢pnakonoB

JaTa npousBoacTBa JHexadps 2024 1. STP Ne DPSTP049-00
Pbinok Poccust

13 MexaHuuyecKkHe BKIOYEHUS

13.1 | a) Bunumble yacTHUbI Bunumsie gacTulpl | BuauMere YaCTHLBI JOJDKHBI
OTCYTCTBYIOT OTCYTCTBOBAaTh
132 | b) HeBugumbie yactuubl | 143 gactui/¢aakoH He 6onee 6000

(moacyeT yHcIa YacTHL METOAOM
cBeTo0/10kMpoBKH) boabuie Hian
paBHo 10 MmkM-yacTHL/1aKOH

13.3 | Bonbme wiM paBHO 25 MKM- | 3 yacTHL/(akoH He 6onee 600
yacTuL/¢pJJaKoH

14 BakrtepuanbHble 3HAOTOKCHHBI | <1,136 EQ/Mr He 6onee 2,3
(E9/mr)

15 CTepuibHOCTD CrepubHBIT JlomkeH ObITh CTEPUIIBHBIM

IIpumeuanue: YTBEPXKIEHO (O6pa3ewn cooTBeTCTBYeT BbillleyKa3aHHOH cnenHpHKannm)

KommenTapuii (4): JlanHble iepeHeceHbl U3 aHanutudeckoro otyera Ne APLFP24003596

HcnpiTanue (-s), BBIIOIHAEMOE (-€) CTOPOHHUMH opranusaiusamu: OnucaHue

Onucane BOCCTaHOBJIEHHOTO PacTBOPa

a) ITo YO cniektpy

b) Ilo BDXX

IBernocts (mpu 430 uM) (EOIT)

Bpems BoccTaHOBIEHUS (CEK)

ITonHOTa pacTBOPEHHS U NMPO3PAYHOCTh PacTBOpPA

OZRHOPOIHOCTH 103UPOBaHUS (M/M) (10 OTKIOHEHHIO MAcCChl)

pH

Bopna (meronom K. @umepa) (% M/M)

Konuuectsennoe onpenenenue (MerogoM BIXX) (%, M/M) (3asBiIeHHOE coaepkKaHUe B repecyeTe Ha OcanpernuTanT)
Poncreennas npumMecs-1

JIro6ast HenneHTUGUUHUPOBaHHAS IPUMECH

a) Bunumbie yactuLp!

b) HeBuaumple 4acTHIlpl (LIOACYET YKMCIIA YACTUL] METOIOM CBETOOI0KHPOBKH) Goibliie WM paBHO 10 MKkM-yacTUL/G1akoH
Bonbiie win paBHO 25 MKM-4acTULY 1akoH

OcTaToyHbIe OPraHUYECKUE PaCTBOPUTENH

DNEeMEHTHBIE IPUMECH

W HbeKIMOHHbIE PaCTBOPHI WIIM UMIUIAHTUPYEMBIE JIEKAPCTBEHHBIE NpenapaTth! (IapeHTepalbHble JTEKapCTBEHHBIE NIPENapaThl)
Bakrepuanbhbie 23HR0TOKCHHBI (ED/MT)

CrepunbHOCTD

ITposepun Rajasekhara Rao.Gondara VYr1eepaun: Sivakrishna Reddy Bommareddy
(Menemkep OKK) (Menemxep OKK)

Jara nposepku (12.01.2025 15:04 Jlata yTBEp>KICHUS: 12.01.2025 15:21

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

Ne konum: 3 Crpanunna Ne: 4 3 5

Hpumeuyanue: Hacrosiluuii 1okymMeHT cOpMHPOBaH B 3JIEKTPOHHOM BH/e H [eliCTBHTe/IeH (€3 MoANHCH.

Ne popmara: QCSOP138-A18-01




