Acnupo ®apma Jlumuren

Yuacrok Ne 321, Buorek Ilapk ®aza — 111,
Kapxkanartna (Bunnangx), Mapkyk (Manaa),
Cupauner (1), Tesanrana (1), Maaus — 502281.

CEPTUO®UKAT AHAJIU3A
(I"'oToBBI NPOAYKT)

Hassanue npoaykra: ®@ocanpenuTaHTa JUMerJyMHH 1 HHbeKUUH, 150 mr/daakon

I'pynnupoBoyHoe ®ocanpenuranta quMernyMud A | ID cneundukanun DPRS180-00

HaHMeHOBaHHe uHbeKLMiH, 150 Mr/daakox

Howmep cepuu AS1240397B Homep anaautnyeckoro otuera | APLFP24003694

Pa3mep cepuu 4503 ¢naxonoB Cpok rogHocTH Oxts6pb 2026 .

Kon npoaykra 440838 OTo0paHHOE KOJHYECTBO 150 ¢nakoHOB

JlaTa npousBoacTBa Hos6ps 2024 1. STP Ne DPSTP049-00

PeiHok Poccus

Ne HUCIBITAHUE PE3YJIBTAT CIIEHIU®UKALIUA

n/n

1 Onucanue JInodunuzupoBaHHas Macca | JlmodunusupoBaHHas  Macca  OT
Gernoro 1BeTa Oesoro 0 mo4TH 6enoro nBeTa

2 OnucaHue BOCCTAHOBJIEHHOTO IIpu BoccTaHOBNEHMH corjacHO | IIpy  BOCCTaHOBJIEHHMH  COIJIACHO

pacTBopa yKa3aHHAM, pacTBOp | yKazaHMsAM, pPacTBOp IIPEACTaBISIET
MpeacTaBiisieT coboii Mpo3padHblil | cobol pacTBOpa OT MPO3PAvYHOroO
pacTBOp GIe€AHO-XKENTOro 1BeTa. | OeclBETHOro A0  6JeIHO-XKENTOro
LBETA.

3 IMoannHHOCTH

3.1 | a) mo Y® cnekrpy Y®-cniextp nornomeHus | YO-COekTp MNOIJOLIEHHsT pacTBopa
pacTBopa obpa3ua | oOpa3ua JOJDKEH NEMOHCTPMpOBATh
JNEMOHCTPUPYET MAaKCHMyMbl M | MAaKCUMyMbl M MHMHUMYMBI IIPDH TeX
MUHMMYMBI TIPH T€X K€ JUIMHAaX | k€ JAJIMHAX BOJIH, YTO M CIIEKTp
BOJIH, YTO YU CIIEKTP CTAHJAPTHOrO | CTAHAAPTHOIO pacTBOpA.
pacTBopa.

3.2 | b) mo BOXKX Bpems ynepxuBaHHMsA OCHOBHOTO | BpeMs  ynepXuBaHUsA  OCHOBHOTO
nmuKa Ha XpomaTorpamme | nuka Ha XpoMaTorpamMme

Mpumeuanue: YTBEPKJIEHO (O6pa3sen cooTBeTCTBYET BblllieyKa3aHHOH crielnprKaumH)

KommMmenrapwii (1): JlaHHbIE IEpeHECeHbl U3 aHaMTHYeckoro oTueta Ne APLFP24003596

Hcnbitanue (-51), BHIMONHIAEMOE (-€) CTOPOHHUMHM opraHu3auusaMu: Onucanne

Omnmcanne BOCCTaHOBIEHHOTO PacTBOPa

a) Ilo Y® cnextpy

b) ITo BOXX

I{BetHocTs (nipu 430 HM) (EOIT)

Bpemst BoccTaHOBIIEHHS (CEK)

ITosHoTa PacTBOPEHUS M NPO3PAYHOCTh pacTBOpa

OHOpOIHOCTH 103UpOBaHus (M/M) (110 OTKJIOHEHHMIO MacChl)

pH

Bona (Meronom K. ®@ummepa) (% M/m)

Konuuecrsennoe onpenenenne (merogom BOXX) (%, M/M) (3asiBIeHHOE CoepxKaHUE B NlepecyeTe Ha POocanpenuTanT)
PoncreenHas npumMecs-1

JIro6ast HeneHTHPULMPOBaHHAs IPUMECH

a) BuayMblie yacTHIBI

b) Hepunumble yacTuiib! (IIOACYET YMCIA YACTHI] METOIOM CBETOOIOKMPOBKH) Gobie 1y paBHO 10 MkM-uacTuLy/ (rakoH
Bonpire unm paBHO 25 MKM-4acTULY/ IakoH

OcTtaToyHble OPraHUYECKUE PACTBOPUTEIN

DJIEeMEHTHBIE IPUMECH

WHbEKIMOHHBIE PACTBOPBI MM UMILIAHTHPYEMBbIC JIEKapCTBEHHbIE NPENaparsl (apeHTepaIbHbIE IEKApCTBEHHbIE NPENapaThl)
Bakrepuanbubie s3H10TOKCHHBI (ED/MT)

CTepHuibHOCTh

ITposepun Rajasekhara Rao.Gondara YTBepaum: Sivakrishna Reddy Bommareddy
(Menemxep OKK) (Menenmxep OKK)

Jara npoBepku |13.12.2024 17:23 Jlata yTBEp)KAEHHS: 13.12.2024 17:26

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

Ne konum: 2 Crpanuua Ne: 1 u3 4

Ipumeuanue: HacTosiluuii 1oKyMeHT cpopMHPOBaH B 3JIeKTPOHHOM BH/Ie H AefiCTBHTE/IeH 0e3 NOANMCH.

Ne popmaTa: QCSOP138-A18-01




Acnupo ®apma JIlumuaTten
Yuacrtok Ne 321, Buorek Ilapk ®aza - I11,

AS p] ro Kapkanatiaa (Buunampk), Mapkyk (Maunan),

Cupnuner (A1), Tenanrana (), Magus — 502281.

CEPTUO®UKAT AHAJIM3A

(I'oToBBI NPOXYKT)

Hassanne npoaykra: ®ocanpenHTaHTa AHMEIJIYMHH JJiSl HHbeKuMi, 150 mr/daakoH

I'pynnupoBo4Hoe ®ocanpenuranTa JuMerayMus g | ID cneumdukanun DPRS180-00

HaHMeHOBaHHe uHbeKuuH, 150 Mr/dnaxos

Homep cepun AS1240397B Homep ananutnueckoro oryera | APLFP24003694

Pasmep cepun 4503 ¢naxoHOB CpoK roaHocTH Oxt6ps 2026 T.

Koa npoaykra 440838 OTo6paHHOe KOJTHYeCTBO 150 ¢naxonoB

JlaTa npouM3BoACTBA Hos6ps 2024 1. STP Ne DPSTP049-00

Peinok Poccus

HUCTLITYEMOI'O0 PpacTBOpa AODKHO | HCIBLITYEMOIO pacTBopa
COOTBETCTBOBATh BPEMEHH | COOTBETCTBYET BPEMEHH
YIEP>KMBaHK] OCHOBHOTI'O IIMKa Ha | yIEpXHBAaHHA OCHOBHOIO IIMKa Ha
XpoMaTorpaMMe  CTaHIapTHOIO | XpOMaTorpaMMe CTaHAApTHOIO

pacTBOpa, Kak TIOMy4e€HO B
KOJIMYECTBEHHOM OTIPEAeNICHHM.

pactBopa, Kak  IOIydeHO B
KOJIMYECTBEHHOM OIIPEIENICHHH.

4 IIBeTHOCTH (NpH 430 HM) (EOII)

0,029 EOII

He 605ee 0,2

) Bpemsi BoccTaHOBJIeHHS (CeK) 45 cexyHn He 6onee 90
5 IlonHoTa pPacTBOpeHHS u | () IIpu  BoccraHOBieHHuH, | (i) IIpy BOCCTaHOBIECHMH, Kak
NPO3paYyHOCTh PacTBOPA KaK yKa3aHO Ha 3THKETKe, TBepHOe | yKa3aHO Ha JTHUKETKE, TBepAoe
BEILIECTBO pacTBOpseTCs | BEMEeCTBO PacTBOPSETCSA MOJHOCTHIO,
MOJIHOCTHIO, He OCTaBJAs | HE  OCTaBIAA  HEPAaCTBOPEHHOIO
HEpacTBOPEHHOTO BEIIECTBA. BEILIECTBA.
(ii) BoccraHoBeHHBII (ii) BoccTaHOBNIEHHBIN pacTBOp

pacTBOp HE3HAYUTENILHO MEHee
NPO3pavHbI, YeM paBHBIN 00beM
pacTBOpHTENS, COAEPXKaIlUics B
aHAJIOTHYHOM €MKOCTH o}

HE3HAYUTENIBHO MeEHee IIPO3payHbIi,
YyeM paBHBIH O0BEM pacTBOpPHUTEN,
colepxamuiicas B aHaJIOTMYHOU

Hpumeuanne: YTBEPXKJIEHO (OG6pa3el cooTBeTCTBYET Bblllieyka3aHHOH cnelHpHKaLHH)

Kommenrapunii (u): JlaHHbie nepeHeceHs! U3 aHanuTHaeckoro ordera Ne APLFP24003596

HcnsiTanue (-9), BBINONHIEMOE (-€) CTOPOHHMMHU OpraHu3auuamu: OnucaHue

Ornucasne BOCCTaHOBJIEHHOTO PacTBoOpa

a) Ilo Y@ cnexrpy

b) ITo BODXX

LierHocts (1pu 430 uMm) (EOIT)

Bpems BoccTaHoBiIeHHS (CEK)

TTonHoTa pacTBOPEHHS ¥ NPO3PaYHOCTH PACTBOPA

OnHOpPOAHOCTH N03UPOBaHMA (M/M) (TI0 OTKIIOHEHHIO MACChI)

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

Konuuecrsennoe onpeneneune (Meroaom BOXKX) (%, M/M) (3asgBiIeHHOE coepKaHUE B Iepecyere Ha GocanpenuTalT
p P P p

Poacreennas npumecs-1
JIro6as HenneHTHUIMpPOBaHHAsA IPUMECH
a) Buaumslie yacTHIBI

b) HesumuMsie yacTHLb! (IOACYET YKCIIA YACTHII METOIOM CBETOOIOKHPOBKY) Goblie wik paBHO 10 MkM-yacTuLydaakoH

Bonsme uny paBHo 25 MKM-4acTuLy/ Q1akoH
OcraTro4yHble OpraHMYeCKHe PaCTBOPHTEIH
DJIeMEHTHBIE IPUMECH

HHbeKuMoHHbIe PaCTBOPHI WK UMIUIAHTHPYEMbIE JIEKapCTBEHHBIE TIpenapaThl (apeHTepaIbHbIC IEKapCTBEHHBIE TIPENapaThl)

Baxrepuanbhsie 3H10TOKCHHBI (ED/MT)
CTepuiIbHOCTD

ITposepun Rajasekhara Rao.Gondara VrBepaun: Sivakrishna Reddy Bommareddy
(Menemxep OKK) (Menenxep OKK)
Hara nposepku |13.12.2024 17:23 Jlata yTBEp)KAEHHS: 13.12.2024 17:26

Pacnevaran: Sivakrishna Reddy Bommareddy

Pacneuarano (aara): 13.12.2024 17:27

Ne konun: 2

Crpanuna Ne: 2 u3 4

IIpumeuanne: HacTosmuii 10KyMeHT c$pOpMHPOBAH B 3J1eKTPOHHOM BH/E M AeiicTBHTe]eH Ge3 NOANHCH.

Ne popmara: QCSOP138-A18-01




- Acnupo ®apma Jlumuten

g/( T A s oo | YuacTok Ne 321, Brotek Iapk ®aza - I11,

: ' FRaS LA EE B4 | Kapkanataa (Buianaxk), Mapkyk (Maua),
Cupgunet (Ar), Tenanrana (III), Unaus — 502281.

CEPTUDOUKAT AHAJIN3A
(I'oToBBIi MPOAYKT)

Ha3Banue npoaykra: docanpenuTaHTa IMMerJyMHH 11 HHbeKuHit, 150 mr/daakon

I'pynnupoBoYHoe ®ocanpenutadTta quMernyMuH it | ID cneundukauun DPRS180-00
HaMMeHOBaHHe unbekimii, 150 Mr/daakon
Homep cepun AS1240397B Homep anaautuueckoro otyera | APLFP24003694
Pasmep cepun 4503 ¢nakoHoB Cpok rogHocTH Oxts6pb 2026 1.
Koa npoaykra 440838 OTtobpaHHOE KOJIH4eCTBO 150 dpnakonos
JlaTa npousBoAcTBa Hos6ps 2024 r. STP Ne DPSTP049-00
Poinok Poccus
HCCIIeTyeMbI i AQHAJIOTUYHBIM | EMKOCTH u HCCIeyeMbli
obpazoMm. aHAJIOTHYHBIM 00pa3oM.
7 OnHopoaHocTh  Ao3upoBaHus | 5,4 % [Toxa3arens MPUEMIIEMOCTH NOJDKEH
(M/m) (10 OTKJIOHEHHI0 MaCChl) Ob1Th MeHee wiK paseH L1 (15,0)
8 pH 8,19 Ot17,5 10 9,0
9 Boaa (mMetoaom K. ®uumepa) (% | 1,4 % m/M He 6onee 3,0
M/m)
10 OcMmonsipHocTh (MOsmol/kg) 626 mOsmol/kg NLT530 and NMT670
11 KonnuecrBenHoe onpenejenne | 105,6 % m/M He menee 95,0 u ne 6onee 110,0
(Metomom BIXKX) (% m/m)
(3asiBneHHOe coaepxaHMe B
nepecyere Ha DocanpenuTaHT)
12 PoncrBeHHble npumMecH (MeTOAOM
BIXKX) (Y% m/m)
12.1 | PoacrBeHHasi npumech-01 0,74 % m/M He 6oiee 1,5
12.2 | JIwwb6asn HengentuduuupoBannasi | 0,11 % m/M He 6onee 0,15
npuMech
12.5 | Cymma npumeceii 0,87 % M/m He 6omnee 2,0

Ipumeuanue: YTBEPXKJIEHO (O6pa3en cooTBeTCTBYET BbillleyKa3aHHOIH cneuuduKaumu)

KommenTapuii (1): JlaHHble nepeHeceHb! u3 aHanuThueckoro otyera Ne APLFP24003596

HcnbiTanue (-s1), BBIIOJNHAEMOE (-€) CTODOHHUMH opranusaiusaMu: Onucanue

OmnucaHue BOCCTaHOBIIEHHOTO pacTBopa

a) Ilo YO cnektpy

b) ITo BOXX

I{BerHocts (ripu 430 um) (EOIT)

Bpewms BoccTaHoBIIeHUS (CEk)

ITonHoTa pacTBOpeHMs ¥ MPO3PaYHOCTh PaCTBOPA

OnHOPOIHOCTH 03UpoBaHKs (M/M) (10 OTKJIOHEHHUIO MacChl)

pH

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

Konunuectennoe onpeaenenue (Meronom BOXX) (%, M/M) (3asBieHHOE coaepxKaHue B iepecyeTe Ha (GocarpenuTanT)
Poxcreennas npumecs-1

JIro6ast HenneHTUGUIUPOBAHHAS MPUMECh

a) Buaumbie 4acTHILb

b) Hepuaumble 4acTuilbl (HOACUET YHCIA YACTUIL METO10M CBETOOIOKUPOBKH) Goblue Mtk paBHO 10 MKkM-yacTHLY (piakoH
Bonblie unm paBHO 25 MKM-4acTHLY (pakoH

OcraTtoyHble OPraHN4YeCcKUe pacTBOPUTENN

DJeMEHTHBIE IPHUMECH

WHbeKIMOHHbBIE PACTBOPHI MIIM UMILIAHTHUPYEMbIE JIEKApCTBEHHBIE NIpenapaThl (apeHTepalbHbIE JIEKapPCTBEHHBIE NPENApaThl)
BakrepuansHbie 3HA0TOKCHHBI (ED/MT)

CTepunbHOCTD

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

ara nposepku [13.12.2024 17:23 JlaTa yTBepXKIeHUS: 13.12.2024 17:26

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

Ne konuu: 2 Crpanuua Ne: 3 u3 4

Mpumeyanue: Hacrosimuii 1okyMeHT cpopMHPOBaH B 3JeKTPOHHOM BH/e H JeHcTBUTe/IeH 6e3 moaAnucH.

Ne ¢popmara: QCSOP138-A18-01




Acnnpo ®apma JInmuTen

Yuacrok Ne 321, buorek Iapk ®a3a - 111,
Kapxanataa (Baanank), Mapkyk (Manni),
Cupnnner (A1), Tenanrana (L), Muaus — 502281.

CEPTU®UKAT AHAJIM3A
(I'oToBBIi NPOXYKT)

Ha3sanne npoaykra: ®ocanpenuTaHTa JHMErIYMHH M1 HHbeKUMit, 150 mr/daakon

I'pynnupoBoyHoe @ocanpenuradTa auMeraymuH g | ID cneundukaunu DPRS180-00

HaHMeHOBaHHe uHBeKIWH, 150 Mr/dnakon

Homep cepun AS1240397B Homep ananutnyeckoro oryera | APLFP24003694

Pasmep cepun 4503 ¢nakoHOB Cpox roqHocTH Oxkts6ps 2026 T.

Kon npoaykra 440838 OTo6paHHOe KOTHYeCTBO 150 ¢pnaxoHOB

JlaTa npox3BoacTBa Hos6pp 2024 . STP Ne DPSTP049-00
Peinok Poccus

13 MexaHH4YecKHe BKJIIOYEHHS

13.1 | a) BuaumMble YacTHIBI BunuMeie gacTHIB! | BuauMeie YaCTHIBI JIOJIKHBI
OTCYTCTBYIOT OTCYTCTBOBATh
132 | b) HeBuaumeie yacTuubl | 34 gactuw/diakoH He 601mee 6000

(noacyeT YHCIa YAaCTHI METOAOM
cBeT00/10kNpoBKH) Bosbie MM
paBHO 10 MKM-4acTHL/pIaKOH

133 | Bonbmie waM paBHO 25 MKM- | 1 9acTHy/¢akoH He 6onee 600
yacTHL/1aKkoH

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

15 CTepHIBLHOCTD CrepuibHbIi JomxeH ObITh CTEPHIBHBIM

Hpumeuanne: YTBEPXKIEHO (O6pa3sen cOOTBETCTBYET BhillieyKa3aHHOH crnieu(pHKALHH)

Kommenrapuii (u): JlanHbie nepeHeceHb! U3 aHanuTHyeckoro ordera Ne APLFP24003596

Hcnerranne (-51), BRINONHsAEMOE (-€) CTODOHHUMM opranmu3anusaMu: Onicanne

Omnmcanue BOCCTaHOBIEHHOTO pacTBOpa

a) Ilo YO cnexrpy

b) ITo BOXX

IIBetnHocTs (npy 430 um) (EOIT)

Bpems BoccraHoBNIeHHS (CEK)

ITomHoTa pacTBOpPEHUS U NPO3PaYHOCTh PacTBOPa

OmHOpoAHOCTH [O3UpOBaHUS (M/M) (TI0 OTKJIOHEHUIO MACChl)

pH

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

Komuuecrsennoe onpenenenue (Meronom BIXX) (%, M/M) (3asBneHHOe conepxaHHe B epecyeTe Ha (ocanpenuraHT)
Poxcreennas npumecs-1

Jrob6as HeunenTuuLMpPOBaHHAs NPUMECH

a) Bunumbie yacTHIIBI

b) HeBuaumple yacTHIB! (IIOJCUET YHUCIIA YACTHL METOJOM CBETOOIOKMPOBKH) OobLIe 1K paBHO 10 MkM-yacTuLy/paakoH
Bonsine uny paBHO 25 MKM-4acTULY di1akoH

OcrtaToyHble OpraHUYeCKHE PaCTBOPUTENHN

DJIEMEHTHBIE TPUMECH

HHbeKMOHHbIE paCTBOPH! WM HMIITAHTHPYEMBIE JIEKApCTBEHHBIE Npenapars! (IapeHTepaibHbIE JTEKapCTBEHHBIE NIPEnapaThl)
Bakrepuansusie snoTokcusl (E3/Mr)

CrepuibHOCT

ITposepun Rajasekhara Rao.Gondara YrBepaun: Sivakrishna Reddy Bommareddy
(Meremxep OKK) (Menemxep OKK)

Jata npoeepku |13.12.2024 17:23 Jara yTBepxKIeHHUA: 13.12.2024 17:26

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

Ne konuu: 2 Crpannua Ne: 4 u3 4

IIpumeuanue: HacTosimmii 10KyMeHT cOpPMHPOBAH B 3JIEKTPOHHOM BH/E H JeliCTBUTeIeH §e3 MOANMHCH.

Ne popmara: QCSOP138-A18-01




