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JAEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBHKIN OBJIACTI

npos. CeiTimmunoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKpaiHy JiKapchKoro 3acody

23.03.2026 Ne 11693/26/10

O3EJIbTAMIBIP

(naiiMeHyBaHHS JIIKapCBKOro 3aco0y 3riHO 3 peecTpaLiifHUM MOCBI TYEHHAM )
Kancyau no 75 mr; mo 10 kancya y oJaicrepi; mo 1 6uicrepy y KapToHHii ynakosui

(dhopma BHNyCKY, 103yBaHHS, BAJ| AKYBaHHS JTIKapCHKOro 3aco0y)

Howmep peecrpauiitnoro nocsigaerns UA/20511/01/01 ctpoxk nii peectpauiitoro nocsinuenns 08.07.2029

Cepis nikapcskoro 3acoby Ne AB05060 KinskicTs BBe3eHOro Jikapeskoro 3acoby 1000
Bupo6Hux JIFOITIH JIIMITE], Tunis
(naliMeHyBaHHA BHpOOHHKA JIiKapchKkoro 3aco0y, KpaiHa MOXOKEHHS)
Baeseno B Yipainy CriibHe yKpaiHChKO-€CTOHChKe MiPHEMCTBO Y (popMi TOBapHCTBa
3 o0MexeHo10 BinnosinaasnicTio "OnriMa-®apm, JITA", inenr. xon:
21642228

(natimenyBanHs Ta koJ 3a €/[PTIOY ropuamanoi ocodu abo npissume, iM'a, no HaTekoBi (izmarOT
ocobH - minpremns, i Miclle NpoKHUBaHHSA Ta peecTpaliiinuii Homep 001iKoBOT KapTKH MJIaTHHKA
nofarkis abo cepid Ta HOMep nacropra)

Iporoxoa Bisyansuoro kourposo Bix 11.03.2026 Ne 0661/2.

JIaGoparopHuit aHasi3 SKOCTI JIIKAPCHKOTO 3ac00y 3iHCHEHUIH:

JIaGopaTtopist 3 KOHTPONIO sIKOCTI Jikapchkux 3acobiB  TosapucTBa 3 0OMeExkeHOIO
sianoBigameHicTio "JIIKUJIAB" (M. Kuis, Byn. Hosropoxa-Cisepceka, Oyn.3, HEeXHTIOBE
npuMinieHHs 92)

(naliMeHyBaHHS Ta Micle3Haxo LxeHHs naboparopii, mo nposena nabopaTopHuii aHaNi3 IKOCTI)

BHCHOBOK IOJ0 AKOCTI JHikapchKoTO 3aco0y, Bunanuii naboparopieto Big 17.02.2026 Ne 26-205

Pesynerati 1a60opaToOpHOTo aHali3y SKOCTI JIKapchbKoro 3acoby 3a nepesipeHnMY NokasHuKamMu BiIOBiaI0TH
BHMOT'aM METOJ(iB KOHTPOMIO SKOCTi (aHaIi THYHO-HOPMATUBHOI JOKYMEHTALIT).

3a pesyneTaTaMM JIep:KABHOTO KOHTPONIO BCTAaHOBJIEHO, INO JKapchkuii 3aci6 BeeseHo B VYkpaiHy 3
JOTPHUMAHHAM BHMOT 3aKOHOJABCTBA IIO/0 3a0e3MeueHHs AKOCTI JIIKapChKHX 3aC00iB.
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JIEPXKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Haxii Citimyrot, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €PIIOY 37079055

BUCHOBOK
PO AKIiCTH BBe3€HOro B YKpaiHy JiKapchKoro 3acody

19.02.2026 Ne 8668/26/26

O3EJIbTAMIBIP

(HalfiMcHYBaHHA TIKapcHKOTo 3acofy 3riAHO 3 peeCTPAIiHHUM MOCBITUSHHSM)
kancyau no 75 mr; no 10 kancya y 6aicrepi; mo 1 6iicTepy y KapTOHHIMH yrnakoBui

(opma BumyCKy, D03yBaHHs, BUJL NaKyBaHHs JKapchKoro 3acoby)

Homep peectpaiitioro nocsinuenns UA/20511/01/01 crpox aif peectpauifinoro nocsiguexus 08.07.2029

Cepis nikapceskoro 3aco6y Ne AB05060 Kinskicts BBe3eHoro sikapeskoro 3acoby 10000
Bupo6nuk JIXOITIH JIIMITE/J, Iuais
(uajiMeHyBaHHs BUPOGHHKa NiKapCLKOro 3aco0y, KpaiHa MOXO/KEHHs)
Baeseno B Yrpainy TopapucTBo 3 00MexeHor0 Bianopinanbuictio "IIATOM", inent. xon:
38737616

(naiiMenyBanHs Ta kox 32 CJIPTIOY 1opuanyHoi ocobu abo npizuuLe, iM's, 10 6aThKOBI QiznuHOT
0COBH - MATpHEMIL, iT Miclle IPOKUBAHHS TA peecTpallifinuit HoMep 06/1iKOBOI KApTKU [IATHHKA
nozaatkis abo cepist Ta HOMep nacrnopTa)

IpoTokoa Bisyansnoro koutpomo sin 29.01.2026 Ne 347/01.10-26/1.
Jla6oparophuii anani3 sKocTi Jikapcbkoro 3acoby 3aiiCHeHMH:

JIaGopaTopis 3 KOHTPOIIO AKOCTI JiKapchkHX 3aco6iB ToBapuCTBa 3 0OMEKEHOIO Bi/IIOBiJaNIBHICTIO
"JIIKWJIAB" (m. KuiB, Byn. Hosropoa-Cisepebka, 6ya.3, HOKMTIOBE IPUMilLeHHs 92)

(nalimMeHyBanHs Ta Micue3Haxo/Kenns naGoparopii, wo nposena naoparopHui aHania Axocti)

BHCHOBOK I[0JI0 AKOCTI Jlikapehkoro 3acoby, Buianuit naGopatopieio sin 17.02.2026 Ne 26-205

Pesynnratit nabopaTOPHOro aHaMi3y SKOCTI JIIKapChKOro 3acoby 3a nepeBipeHHMH NOKa3HUKAMH pinnominawTh
BHMOT'aM METOJiB KOHTPOJIIO SKOCTI (aHAITHYHO-HOPMATHBHO! OKYMEHTALLiT).

3a  pesyNbTaTAMH JEPKABHOr0 KOHTPOIIO BCTAaHOBIEHO, WO JiKAPCHKHii 3aci6 BBeseno B YKpaiHy 3

JOTPUMAHHAM BAMOr 3aKOHOJABCTBA 1LOJ0 3a6e3neueHHs AKOCTi JlikapchKuXx 3acobiB.

HavanpHuk Muxkona XOJIOAEHKO

(nocanosa oco6a OpraHy AepKaBHOrO KOHTPOIIKO) (mipnuc) (iniuiany Ta npizBuie)

M.IL



JiaGopaTopin 3 KOHTPOIIO AKOCTI JKapeLKUX 3ac06iB

TOB "JIKWJAB"

Medicines Quality Control Laboratory
LLC “LIKYLAB”

Yipaina , 03153, m. Kuis, syn. Hosropoa-Cisapceka, Bya.3, HexuTnoBl npumMiluerta B2, 099-8291339

Bucnosox moxo sxocti Ne 26-205 nix 17.02.2026
O3EJIbTAMIBIP xancynm o 75 mr; o 10 xancyn y Suicrepi; 10 1

Haisa npenapary: A : :
pat: Oaictepy v KapTouuiit ynakonui

Pecerpanilinmii somep: 26-205

Bupobuuurso: JUOTHH JIMITEIL, Tnais

Homep cepils AB0O5060

Poanip naprii sin kol sigibpano

'z;)m«:u!:: E I ARG

Tepmin npuparHocti 1072027
Torapuctra 3 obmesxenom simopinansricTio “IUATOM", Anreanmi crnan

Bigi6pano/onepacano s No2, Kuincbra 061, Kuepo-Cagrommsucskai p-1, ¢ Kproxisiuusxa,
Byn.Bumnena, 26, ait."€", rpyna npmw. 1-15, 27-28

HAara opepranu: 06.02.2026

Bug xonrposuo: Hanpasnenus TJC na nabopatoprnit apanis (902)

AHJ (MICH, eneandixanii), MK mo PIT Ne UA/20511/01/01

BLUINOBIAHO A0 AK0Y NPOBOAUTHESA

aualniiy;

Hokesnuru Bumoau AHT Perynomam

O Trepati KenaTHHOB] KAICYNH POMIPOM 2 3 HENPOIOPOID Bianogipae

KPHILEUKOIO CBITIO-HOBTONO KOALOPY % HarmmcoM "75 mg”
YOPHATOM CHHBOTO KONEOPY | HENPO3OPHM KOPITYCOoM ¢iporo
xompopy 3 HarmcoM "LUY wopHUAOM CHRROTO KOTB0DY, IO
micTsTs rpanyaposanuil noponoxk 6inoro ux Mattxe 6inoro

KOJBOPY.
| nenrrdsixanis Ocuosra migmMa Ha Xpomarorpami sunpobosysanoro posuudy  Binmosizac
5y Merononm THIEX Ma€ BIATOBLIATH 33 HOJOKEHHAM OCHOBHIA msiMi Ha

XPOMATOrpaMi CTABAPTHONC POZYHHY.

Laewrudiralis Yac yrpuMyBanHs OCHOBHOIO (KA Ha XpOMATOrpaMax Bianosizae
A} Metogam BEPX BUAPOBORYBAHOTO T CTARZAPTHOIO POIUMHIB, OTPHMABKX IPH

KIABKICHOMY BU3HAYCHH], Mae CILBHANATH.
KUIBKICHE BH3HAYCHHS Bin 67,50 no 82,50 mr 7416 Mp
(mr) (Merogom BEPX) (8ia 90,0 mo 110,0 % Bin 3asBaenol KinbKoCTi).

Koxna gancysa MicTHTb:
Osenvraminipy ocdar
USP y nepepaxysky 1a

o3eIBTAMIBID

Yrakopka 3rigmo prmor MK, Bignosigae
Maprkypansn 3riHO BUMOY TEKCTY MapKyBarHus. Bianosinac
BHCHOBKH: Iepenipennit apasok O3EJILTAMIBIP kancyid o 75 wr; no 10 wancyn y faicrepi;

rio | Gricrepy y xapToHHill ynakosui cepii ABO5060 BupoGHuLrsa JHOIMH
JHMITEJL, Taais sianopinae sumoram MICT no PIT Ne U A/20511/01/01 3a
HABEJEHUMH BHIIE TOKA3HAKAMU

Teraua KEJIA

v / 779
Pre. ait. Nozf65
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B SABE3IIEYEHHA AKOCTI

A) Meronom BEPX

B) Metomom TIIX

BMICT BOJIH 3a K (% m/m)

PO3UYUHEHHS (%) (MeTonom BEPX)
MinimMym

Makcumym

Yac yrpuMyBaHHS OCHOBHOIO Iika Ha
XpoMarorpami 3pa3ska BiJroBinae yacy
YTPUMYBaHHS OCHOBHOI'O liKa Ha
XpOMaTorpami CTaHapTHOro
npenapary, 3riiHo 3 pe3ynbTaTaMu
KiTbKICHOTO aHai3y.

OcHoBHa IIsMa Ha XpoMaTorpami,
OTpHUMaHii ang BUpoOyBaHOro
PO34HUHY, BIINOBIAAE 32 ONOKEHHIM
OCHOBHI#i IJIIMI Ha XpoMaTtorpami,
OTPUMaHIH JUIs CTaHJAPTHOIO
pO3UMHY.

2,1%

79% BiaNoBigac BUMoraM Ha erani S2

103% signosigae BUMoram Ha erami S2

Tpumirka. CxBajieHo BianoBiguo o 3a3nauenoi cneuudikauii.

Wﬁ“b
% CEPTU®IKAT AHAJI3Y
LUPIN
(Crop. 1 3 3)

Mpoayxr OzenbTaMieip, kancynu USP, 75 mr

Henarenr. na3sa Ozenwvramisip, kancynun USP

Cepis Ne AB05060 Po3mip cepii 38316.000 YITAK.

JlaTta BUTOTOBJI. JIUCTOIIAA 2025 Tepmin npuaaraocri : KOBTEHbD 2027

Jarta punycky 01.12.2025 Ped. Ne K51 : 40001871629

Cneundirauin Ne : AUR SFDP_011008(1.0)

Cepiiin. Ne SFG AB04941

BUINIPOBYBAHHS CIIOCTEPEXEHHSI CHEUU®IKALIT
OrmcC Trepai sxenaTHHOBI Kancynu posmipom  TBep.i JKENATHHOBI Karcyiu
2 3 KPHLIEYKOO CBITJI0-)KOBTOTO PO3MipOM 2 3 KPHIUIEHKOK CBITIIO-
KOJIBOPY 3 HanucoM «75 mg» YKOBTOI'O KOJbOPY 3 HAfMcoM «75
YOPHMIOM CHHBOTO KOJIbODY i mMg» YOPHUIOM CHHBOTO KOJbOPY i
HEMpo30pUM KOPILyCOM ciporo HENPO30PHUM KOPIYCOM Ciporo
KostbOpy 3 HamucoM «LU» yopHHIOM KOJIBOpY 3 HanucoM «LU»
CHHBOTO KOJILOPY, 1O MiCTATh YOPHUIIOM CHHBOT'O KOJIbOPY, 110
rpaHyJibOBaHUI ITOPOIIOK 6i70r0 un MICTATb IPaHyNILOBaHUIt IOPOILOK
Maibxe 6110ro Kossopy. 6isoro UK maibxe 6i0ro KONLOPY.
Inentudikauis

Yac yTpuMyBaHHS OCHOBHOIO IiKa
Ha XpoMaTorpami 3paska Billtosifae
4acy yTPMMYBAHHs OCHOBHOIO IiKa
Ha XpoMmarorpami craniapTHoro
Mpenapary, 3TifHo 3 pe3yjbTaTaMH
KITbKICHOTO aHani3y.

OcHOBHA IIAMa Ha XPOMATOTpami,
OTpHMaHii 1y BUIIPOOYBaHOT O
po3umHY, BIANOBigaE 32
HOJNIOXEHHAM OCHOBHIHN IIIAMI Ha
XpoMaTorpami, OTpHMaHii Js
CTaHIAPTHOI'O PO3UMHY.

He 6inpuie 5,0 (npu BUIIyCKY) i

e 6inbiue 7,0 (y kKiHW TepMiny
MPUIATHOCTI)

He menwe 80 (Q) Bia 3asBneHoi
KIIBKOCTI 03e1bTaMiBipy

PO3UHHSAECTLCS TIPOTATOM 15 XBUHH.

He menmre 80 (Q) Big 3asBnenoi

MArOTOBAHO:
Cauin IIpakam BioxyT
30.11.2025 / 22:58:42

3SATBEPIKEHO:
Hipagx Cyninkymap [arwi
01.12.2025/ 00:11:00

JloOKYMEeHT 3reHepoOBAHO €1eKTPOHHUM LLIAXOM, NANUC He NoTpifen

JITOIIH JIMITEL

Posapyxosano 01.12.2025 0 00:13:46

Anpeca: A-28/1, M.ILILK Inpacrpian Epea, Yikanrana, Aypanraban — 431210, Ingis. Tel.: (91-240)2485871-72,
(91-240)6612444,

Anpeca odicy: Kanmarapy Iucnaiip, 3-ii nes., Canrakpys (I), Mymoaii — 400 055 (MaxapawTpa), Innis
Ten.: (91-22) 6640 2222, (91-22) 6640 2323. daxc: (91-22) 6640 2299. Bebeaiit: www.lupin.com
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BIJIALI BABE3INEYEHHSA AKOCTI

CEPTUDIKAT AHAJII3Y

@'@“’%
LUPIN
Ilponykt Oseabramisip, kancyau USP, 75 mr
Henarenr. Ha3Ba OseasTamisip, kancyau USP
Cepist Ne AB05060
Jara BUTOTOBJI. JINCTOMIAX 2025
Jdara Bunyecky 01.12.2025

Cneundixanis Ne :

Cepiiin. Ne SFG AB04941

BUITPOBYBAHHA

AUR SFDP_011008(1.0)

CITOCTEPEXXEHHSA

(Crop.2 3 3)
Po3mip cepii : 38316.000 YTTAK.
Tepmin npugatrocti : JKOBTEHD 2027
Ped. Ne K51 : 40001871629
CHEUM OIKALTT

CCpC}IH€ 3HAYUECHHS

OHOPIIHICTE TO30BaHUX OJMHHUIG (32
OJIHOPIHICTIO BMICTY)

KIJIBKICHE BUSHAYEHHS (mr)

KUILKICHE BUBHAUYEHHA (%)

OPTAHIYHI JOMIHIKH meronom
BEPX (%)
Howmimka A

Jowmimka B

Jomimka C

InpuBigyansHA HEBU3HAUSHA TOMIIIKA

94% Bifnosizae BUMOTaM Ha etani S2

73

75,10 mr

100,1%

0,1%

Hixue mexi xinpkicHoro
BU3HAYCHHS

Hixue Mexi KilbKiCHOTO
BHU3HAYEHHS

0,1%

Ipumirka. CxBajieno BignopigHo 10 3a3naveHoi cneundixanii.

KiJIBKOCTI 03eIbTaMiBIpY PO3UMHSETHCS
NpOTAroM 15 XBHIIMH.

He menwe 80 (Q) Big 3asBlieHOT KUIBKOCTI
03€JIbTaMIBIPY PO3UYHHSETHCS NPOTATOM
15 xBUNHKH.

TpuitMansHe uncno: He Oinbiue
15,0, BiAOBiIa€ BUMOTaM 3riJIHO 3 [I0TOUHOLO
penaxuicto USP, posuin <905>

KoxwHa karicyna MicTHTB

Bin 71,25 no 78,75 Mr ozensTamiBipy
tocdary USP (mpu sumycky) Ta Big 67,50
1o 82,50 mr (y KiHui TepMiHy
NPUAATHOCTI)

KosxHa kancyna MiCTHTE

Bix 95,0 no 105,0% o3enpramisipy
tdocoary USP (npu Bumycky) ta Big 90,0
1o 110,0% (y xiHui TepMiHy NPUIaTHOCTI)

He 6inbure 0,5 (npu Bunycky) i He Oinbine
2,0 (y kiHLi TepMiHy IPHIATHOCTI)

He Ginbiue 0,2 (npyu Bunycky) i He Ginbiie
0,3 (y kiHLi TepMiHy NPUAATHOCTI)

He 6inbuie 0,3 (ripu BUnycky) i
He 6inbure 0,5 (y KiKui TepMiHy

NPUIATHOCTI)

He 6inbure 0,2 (ripy BHITYCKY)

NIArOTOBAHO:
Cavyin [Ipaxaux BioxyT
30.11.2025/ 22:58:42

JloKyMenT 3reHepOBAHO eJIeKTPOHHMM LJISIXOM, HiKce He NoTpiben

JIIOHIH JIIMITEJ

3ATBEPA’KEHO:
Hipamk Cyninkymap IaThi
01.12.2025/00:11:00

Posapykosano 01.12.2025 0 00:13:46

Anpeca: A-28/1, M.LIL.K Tupacrpian Epea, Yikaatana, Aypanra6an — 431210, Tngis. Tel.: (91-240)2485871-72,

(91-240)6612444,

Anpeca ogicy: Kaanatapy Incnaiip, 3-it nos., Canrakpys (I), Mym6aii — 400 055 (Maxapawrpa), Inxis
Tes: (91-22) 6640 2222, (91-22) 6640 2323, daxc: (91-22) 6640 2299, BeGeaiiT: www.lupin.com
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LUPIN

BIIJALJI 3ABE3ITIEYEHHSA AKOCTI

CEPTU®IKAT AHAJII3Y

(Crop.3 3 3)
Mpoaykr OzensTamieip, kancynu USP, 75 mr .
HenarenT. Ha3Ba OzennpTamisip, kancynu USP
Cepisn Ne AB05060 Po3mip cepii : 38316.000 YIIAK.
JlaTa puroronJ. JIUCTOIIAJ 2025 Tepmin npuaathocti : 2KOBTEHD 2027
Jara Bunycky 01.12.2025 Ped. Ne KA : 40001871629
Cueundirxauist Ne : AUR SFDP_011008(1.0)
Cepiiin. Ne SFG AB04941
BUNMPOBYBAHHSI CIIOCTEPEXXEHHSI CHELMDIKALIT
He 6Ginbe 2,0 (y kiHui TepMiny
NPHIATHOCTI)
; . 0
izﬁi;:;gi cyma HeigeHTH(IKOBaHUX 0,1% G .3, fapy minycie)
e Oinbuie 0.5 (y KiHui TepMiHy
; NPUAATHOCTI)
3aranpHa cyMa JOMILIOK 0,1%

3anuiIKoBi JOMIMIKH
Eranon (Mrr/karncyrna)

EnemenTHi gomitku

MikpoGionoriute JOCHiIKCHHS
3aranpHa KibKicTh aepoOHUX
mikpoopranizmis (KYO/Mi)

3arajnbHa KiIbKICTh IUIICHABUX Ta
apixmkoBux rpubis (KYO/mi)

45

Bianosinae Bumoram Bapianty 2b ICH
Q3D i Bumo3i «Bapiauty
nigcyMoByBauHs» 3rigHo 3 USP 232

BurnpoOyBaHHs POBOAATLCS
BIATIOBIZHO 10 BU3HAYUEHOI YaCTOTH Y
cnienndikaii.

BunpoOyBaHHs NpoBOAATbLCA
BIIIIOBIIHO J10 BU3HAUYEHOI YaCTOTH Y
crieuuiraii.

He 6Ginbie 1,0 (npu Bunycky) i
He Ginpuie 3,0 (y KiHLi TepMity
MPHAATHOCT)

He 6insiue 1400, Bignosigae BUMO3i
USP, BapiaHT 2

Bianosinae Bumoram Bapiaury 2b
ICH Q3D i Bumosi «Bapiauty
nigcyMoByBaHH» 3rigHo 3 USP 232

He Ginpue 10°

He 6inpe 10?

1i) Bunpo6ysaHHs Ha BU3HauEHI BunpoSyBaHHs npoBoasATHCS BigcyrHicTs
mikpooprauismu (Escherichia Coli) BiZIMOBIAHO IO BU3HAYEHOI YACTOTH Y
crnieuundikanii.
[pumiTka. CxsajeHo BigmoBinTHo no 3a3HaueHoi cnenudikanii.
MArOTOBAHO: 3ATBEPIXXEHO:

Cauin IIpakam Bioxyr
30.11.2025/ 22:58:42

IIOKyMEIIT 3reHepoBano eJIeKTPOHHUM LIIAXOM, nianuc e ﬂOTpiﬁEH

JHOTIIH JUMITE]

Hipapx Cyninkymap Iarthi
01.12.2025 / 00:11:00

PosppyxoBano 01.12.2025 0 00:13:46

Anpeca: A-28/1, M.I.JLK Iupacrpian Epea, Uikanrana, Aypanraban — 431210, Inain. Tel.: (91-240)2485871-72,

(91-240)6612444,

Anpeca odicy: Kannarapy Incnaiip, 3-it nos., Canrakpys (I), Mymbaii — 400 055 (Maxapawrpa), Inais
Teu.: (91-22) 6640 2222, (91-22) 6640 2323, Mdaxkc: (91-22) 6640 2299. BebcaiiT: www.lupin.com



QUALITY ASSURANCE DEPARTMENT
CERTIFICATE OF ANALYSIS

(Page 1 of 3)

Product Oseltamivir Capsules USP 75 mg
GenericName Oseltamivir Capsules USP
Batch No. AB05060 Batch Size 38316.000 BOX
Mfg. Date NOV 2025 Exp. Date OCT 2027
Date of Release 01.12.2025 Q.C.Ref.No 40001871629
Specification No. AUR_SFDP_011008(1.0)
SFG. Batch No. AB04941

TESTS OBSERVATIONS SPECIFICATIONS

DESCRIPTION Size ‘2’ Hard gelatin capsules Size ‘2” Hard gelatin capsules
with light yellow cap imprinted with light yellow cap imprinted
with ‘75 mg’ in blue ink and grey with ‘75 mg’ in blue ink and grey
opaque body imprinted with ‘LU’ in opaque body imprinted with ‘LU’ in
blue ink containing white to off blue ink containing white to off
white granular powder. white granular powder.

Identification .

A) By HPLC The retention time of the major The retention time of the major
peak in the chromatogram of the peak in the chromatogram of the
sample preparation corresponds to sample preparation corresponds to
that in the chromatogram of the that in the chromatogram of the
standard preparation, as obtained standard preparation, as obtained
in the assay. in the assay.

B) By TLC The principal spot in the The principal spot in the
chromatogram obtained with test chromatogram obtained with test
solution corresponds in position solution corresponds in position
to that in the chromatogram to that in the chromatogram
obtained with standard solution. obtained with standard solution.

WATER CONTENT by KF (% w/w) 2.1% Not more than 5.0 (For Release) &

DISSOLUTION (%) (By HPLC)

Minimum

Maximum

79% Passes in S2 Stage

103% Passes in S2 Stage.

Not more than 7.0 (For Regulatory)

Not Less Than 80 (Q) of the
labeled amount of Oseltamivir is
dissolved in 15 minutes.

Not Less Than 80 (Q) of the

Remarks : Approved as per above specification.

COMPILED BY

Sachin Prakash Vibhute

30.11.2025 / 22:58:42

This is Computer generated document hence signature not required.

LUPIN LIMITED

APPROVED BY
Dhiraj Sunilkumar Patni
01.12.2025/00:11:00

Printed on 01.12.2025 at 00:13:46 hrs

Works:A-28/1, M.LD.C. Industrial Area, Chikalthana, Aurangabad - 431210. India. Tel.: (91-240)2485871-72,
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QUALITY ASSURANCE DEPARTMENT
CERTIFICATE OF ANALYSIS

LUPIN
(Page 2 of 3)

Product : Oseltamivir Capsules USP 75 mg
GenericName H Oseltamivir Capsules USP
Batch No. 3 AB05060 Batch Size ¢ 38316.000 BOX
Mfg. Date 4 NOYV 2025 Exp. Date : OCT 2027
Date of Release  : 01.12.2025 Q.C.Ref.No : 40001871629
Specification No. : AUR_SFDP_011008(1.0)
SFG. Batch No. :  AB04941

TESTS OBSERVATIONS SPECIFICATIONS

labeled amount of Oseltamivir is
dissolved in 15 minutes.
Average 94% Passes in S2 Stage. Not Less Than 80 (Q) of the
labeled amount of Oseltamivir is
dissolved in 15 minutes.

Uniformity of dosage units(By Content 7.3 Acceptance Value: Not More Than

uniformity) 15.0 Meets the requirement as per
current USP chapter <905 >

ASSAY (mg) 75.10mg Each Capsule contains Oseltamivir

Phosphate USP 71.25 to 78.75 mg
(For Release) & 67.50 to 82.50 mg
(For Regulatory)

ASSAY (%) 100.1% Each Capsule contains Oseltamivir
Phosphate USP 95.0 to 105.0 %
(For Release) & 90.0 to 110.0 %
(For Regulatory)

ORGANIC IMPURITIES by HPLC (%) .

Impurity A 0.1% Not more than 0.5(For Release) &

Not more than 2.0 (For Regulatory)
Impurity B Bellow Quantification Limit Not more than 0.2 (For Release)

& Not more than 0.3 (For
Regulatory)
Impurity C Bellow Quantification Limit Not more than 0.3 (For Release) &
Not more than 0.5 (For Regulatory)
Individual unidentified impurity 0.1% Not more than 0.2 (For Release)

Remarks : Approved as per above specification.
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%° CERTIFICATE OF ANALYSIS
LUPIN
(Page 3 of 3)
Product Oseltamivir Capsules USP 75 mg
GenericName Oseltamivir Capsules USP
Batch No. AB05060 Batch Size 38316.000 BOX
Mfg. Date NOV 2025 Exp. Date OCT 2027
Date of Release 01.12.2025 Q.C.Ref.No 40001871629
Specification No. : AUR_SFDP_011008(1.0)
SFG. Batch No. AB04941
TESTS OBSERVATIONS SPECIFICATIONS
& Not more than 0.2 (For
Regulatory )
Total unidentified impurities 0.1% Not more than 0.3 (For Release) &
Not more than 0.5 (For Regulatory)
Total impurities 0.1% Not more than 1.0 (For Release) &

Residual Solvents
Ethanol (pg/capsule)

Elemental impurities

Microbial Examination
Total aerobic Microbial count (cfu/mL)

Total combined Molds and Yeast count
(cfu/mL)

ii) Test for Specified micro-organism (p
Escherichia Coli

45

Meets the Option 2b requirements
as per ICH Q3D and "Summation
option" requirement as per USP 232.

Testing is performed as per
defined frequency in the
specification.

Testing is performed as per
defined frequency in the
specification.

Testing is performed as per
defined frequency in the
specification.

Not more than 3.0 (For Regulatory)
Not More than 1400 Meets the USP
requirementl option 2#

Meets the Option 2b requirements

as per ICH Q3D and "Summation
option" requirement as per USP 232.

Not more than 10?

Not more than10?

Absent

Remarks : Approved as per above specification.
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BIJJILJI 3BABE3IIEYEHHA AKOCTI

CEPTUPIKAT AHAJII3Y

(Crop. 1 3 3)
Tponyxer Oscabramisip, kancysu USP, 75 mr
Henarent. HazBa Oszeabramisip, kancyau USP
Cepis Ne AB05060 Po3mip cepii 1 38316.000 YITAK.
JlaTa BUTOTOBJI. JIMCTOIIAA 2025 Tepmin npnaarnocri : XKOBTEHb 2027
Jara punycky : 01.12.2025 Peg. Ne K51 : 40001871629
Creundiranis Ne : AUR SFDP_011008(1.0)
Cepiiin. Ne SFG AB04941

BUITPOBYBAHHSI CIIOCTEPEXXEHHSI CHEIMPIKALH

0)914(®

Inentudikawis
A) Meronom BEPX

B) Metonom THIX

BMICT BOJU 3a K® (% m/m)

PO3UYHHEHHA (%) (MeTonom BEPX)
MiniMym

Maxcumym

Trepni xenaTHHOBI KaTCyiH po3MipoM
2 3 KPHIIIEYKOIO CBITJIO-XKOBTOrO
KOJIbOpPY 3 HallMCoM «75 mg»
YOPHMIIOM CHHBOTO KOJbOPY i
HENPO30PUM KOPITLYyCOM Ciporo
KoJ1bOpY 3 HanucoM «LU» qopHHIoM
CHHbOrO KOJILOPY, WO MICTATH
rpaHynbOBaHKi Mopoiok 6inoro uu
Mmaibxe 6imoro xomsopy.

Yac yTpUMyBaHHS OCHOBHOIO I1iKa Ha
XpoMaTorpami 3pa3ka BifilloBia€ qacy
YTPHMYBaHHs OCHOBHOIO IiKa Ha
XpomaTorpami CTaHAapTHOTO
npernapary, 3rifiHo 3 pe3yJbTaTaMH
KIJTBKICHOTO aHai3y.

OcHOBHa IUIAMa Ha XpOMAaTorpami,
OTpUMaHiit 114 BHIpo6yBaHOTO
PO3UHHY, BiANOBiAaE 3a MONOKECHHAM
OCHOBHII IIIsIMi Ha XpoMmaTorpami,
OTPHUMaHI# JIs CTaHXapTHOTO
PO3UHHY.

2,1%

79% Binnosigae sBuMoram Ha eramni S2

103% sinnosinae BumMoram Ha etarii S2

Hpumitia. CxsaJjeno Bianosiano 10 3a3uavenoi cneuudikanii.

TBepai sxeaTHHOBI Kancymn
po3MipoM 2 3 KPHLIEUKOIO CBiTi0-
JKOBTOI'O KOJIBOPY 3 Hanucom «75
MgE» YOPHUIIOM CHHBLOTO KOJbOPY i
HEMPO30PHM KOPHYCOM CIpOro
Kosbopy 3 HanucoM «LU»
YOPHUIIOM CHHBOT'O KOJILOPY, L0
MICTSTB IpaHyJILOBAHHIH OPOLLIOK
6inoro un malixke 6inoro KONLOPY.

Yac yrpuMyBaHHs! OCHOBHOIO I1ika
Ha XpoMarorpami 3paska BiIIloBiJae
4acy YTPUMYBAHH OCHOBHOIO MiKa
Ha XpoMarorpami CTaHaapTHOro
Apenapary, 3TiHO 3 Pe3yIbTaTaAMH
KINLKICHOTO aHanizy.

OcCHOBHa IUIIMa Ha XpOMaTorpami,
oTpuMaHiit s BHpoGyBaHoro
pO34KHY, BijnoBinac 3a
ITOJIOKEHHSIM OCHOBHIM IIIsAMI Ha
KpoMaTorpaMi, OTpUMAaHIi 1
CTaHAAPTHOrO PO3UKHY.

He 6inbiue 5,0 (mpu BUIycKy) i

He 6inbiue 7,0 (y kiHui TepMiny
MPUIATHOCTI)

He menure 80 (Q) Big 3asieHol
KIJIBKOCTi 03€/bTaMiBipy
PO3UHHAETLCS TIPOTATOM 15 XBUIHH.

He menmre 80 (Q) Bix 3assnenoi

NIAroToOBAHO:
Cauin Ipakauwy Biéxyr
30.11.2025/22:58:42

JOKYMeHT 3reHepoBaHo eJIeKTPOHHUM LIUISXOM, mianuc He NoTpiGen

3ATBEPIKEHO:
Hipapa Cyninkymap [atni
01.12.2025/ 00:11:00

Posnpyxosano 01.12.2025 o0 00:13:46

JIIOHIIH JIMITE[
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& BIJALT 3AGE3IIEYEHHSA SAKOCTI
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e CEPTU®IKAT AHAJII3Y
LUPIN
(Crop.2 3 3)
ponyxr Oseabramisip, kancynau USP, 75 mr
Henareur. nazsa Osenbramisip, kancyau USP
Cepia Ne AB05060 Po3mip cepii : 38316.000 YITAK.
Jara BUTOTOBIL. JUCTOIIA L 2025 Tepmin mpugarnocti : JKOBTEHbD 2027
Jara BUmycKy 01.12.2025 Ped. Ne KA : 40001871629
Cnenudixanis Ne : AUR SFDP_011008(1.0)
Cepiiin. Ne SFG AB04941
BUTIPOBYBAHHA CITOCTEPEXEHHA CNEAGIKAIIT

CepenHe 3HaYEHHA

OnHopianicTh JO30BaHUX OJMHHIE (3a
OJHOPIMHICTIO BMICTY)

KIJIBKICHE BUSHAYEHHA (mr)

KUIbKICHE BUSHAYEHHA (%)

OPTAHIUHI JOMIIIKH meTonom
BEPX (%)
Jomitka A

Homimxa B

Jomimxa C

[unuBinyansHa HeBU3HAYEHA JOMILLIKA

94% Bigrosigac BUMoraM Ha erani S2

7,3

75,10 Mr

100,1%

0,1%

Huxue Mexi KiTBKICHOTO
BH3HAYECHHSA

Huxue Mexi KinbKicHOro
BH3HAUEHHS

0,1%

MNpumirka, Cxpasieno Bixnosiauo xo 3azuavenol cneuudikauii,

KiILKOCTi 03€/1bTaMIBIpY PO3UUHSIECTHCS
npoTarom 15 XBUAMH.

He menure 80 (Q) Bix 3asBieHol KilbKOCTi
03eNbTaMIBIPY PO3UHHAETHCS NPOTATOM
15 xBuiuy.

Tpuiimansie uncno: He Hinblue
15,0, BiAnOBiae BUMOram 3riHO 3 NOTOYHOIO
penakuiero USP, posnin <905>

KosxHa karncymna MicTHTS

Bin 71,25 no 78,75 mr ozensTaMiBipy
docdary USP (npu Bumycky) Ta 8ig 67,50
10 82,50 mr (y kiHli TepMiHy
MPHIATHOCTI)

Koxma xarcyna MiCTHTD

Bin 95,0 no 105,0% oszenpramisipy
docdaty USP (npu Bunycky) ta sig 90,0
1o 110,0% (y xixui TepMiHy TPHIATHOCTI)

He 6insuwe 0,5 (ripu BUNyCKY) i He 6inblie
2,0 (y xiHui TepMiHy NPHIATHOCTI)

He 6inbiue 0,2 (npun Bunycky) i He Oinbiue
0,3 (y xiHui TepMiHy NPUIATHOCTI)

He 6Ginsuie 0,3 (npu BUIyCKY) i
ge Ginswe 0,5 (y xiHUi TepMiHy

NPUIATHOCTI)

He 6insue 0,2 (pu BUITYCKY)

NiaroToBAHO:
Cauin Ipakam Bioxyr
30.11.2025 / 22:58:42

IlOKyMellT 3reiepoBaHo ejieKTPOHIUM HUISIX0OM, mianuc He n0Tpi6en

JIIOTHH JIMITEX

3ATBEPI’KEHO:
Hdipamx Cyninkymap IaTni
01.12.2025/ 00:11:00

PozapyxoBano 01.12.2025 o0 00:13:46

Anpeca: A-28/1, M.L.JLK Inzacrpian Epea, Uikanrana, Aypanraban — 431210, Inaisn. Tel.: (91-240)2485871-72,

(91-240)6612444,
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TMponyxr
Henartent. Ha3Ba
Cepisn Ne

Jlara BUroTOBJI.
JlaTa Bunycky :
Cneundixania Ne :

BIAJA1JI 3BABE3IIEYEHHSA AKOCTI
CEPTU®IKAT AHAJII3Y

(Crop.3 3 3)
Osenwramisip, kancyau USP, 75 mr
OsennTamisip, kancyau USP
AB05060 Po3mip cepii : 38316.000 YIIAK.
JIMCTOIIA L, 2025 Tepmin npupardoeri : YKOBTEHDb 2027
01.12.2025 Ped. Ne K1 : 40001871629

AUR SFDP_011008(1.0)

Cepiiin. Ne SFG AB04941
BUINPOBYBAHHSI CIIOCTEPEXXEHHSA CHEIUPIKALIL
He 6inbuie 2,0 (y xiHui TepMiny
TIPHAATHOCTI)
3arajibHa cyMa HeineHTH(IKOBaHMX 0,1%

DOMIIIOK
3arajipHa cymMa AOMILIOK

3aTMIIKOB] JOMIILIKH
Eranon (Mri/kancyna)

EneMeHTHI ZOMIILKH

0,1%

45

Binnosinae Bumoram Bapianty 2b ICH
Q3D i Bumo3i «Bapianty
nizcyMoByBaHHD» 3rifHO 3 USP 232

MikpoGionoriuHe 1OCHiIKEHHS

He 6insiue 0,3 (npu Bunycky) i
He Gibuie 0.5 (y kiHui Tepminy
NPUAATHOCTI)
He 6inbure 1,0 (mpu BHMycky) i
e Gibure 3,0 (y iHui TepMminy
MPUAATHOCTI)

He 6ineme 1400, Bignosinae BuMo3i
USP, Bapianr 2

Bianosigae Bumoram Bapiauty 2b
ICH Q3D i BuMo3i «Bapianry
niacyMoByBaHH» 3rigHo 3 USP 232

3aranbHa KiILKICTL aepoOHIX BunpobysaHHs NpoBOAATbLCS
mikpoopraniszmis (KYO/mu) BIATTOBIAHO X0 BU3HAYEHOT HaCTOTH Y He 6inbwe 10?
crieundikauii.
3araspHa KifbKiCTb IUCHABUX Ta BunpoSyBaHHs IPOBOAATHCS e 6i 2
; . . . . e 6inbme 10
apokxosux rpudis (KYO/mn) BIANOBIAHO A0 BU3HAYEHOI YaCTOTH Y
crieundikanii.
i1) Bunpo6yBaHHs Ha BU3HauUeHi BunpoOyBaHHs npoBOAATHLCSA BincyrHicTb
mikpooprauismu (Escherichia Coli) BIATIOBIAHO X0 BU3HAUCHOT YaCTOTH Y
crnieyudikatii.
IMpumirka. CxeasieHo BixmoBiaHo 1o 3a3HaueHol cienmudikanii.
MArOTOBAHO: 3ATBEPAXKXEHO:

Cauin Ipaxau Bioxyr

30.11.2025 / 22:58:42

ﬂoxymeuT 3reHepoBano ¢JIEKTPOHHUM HUISIXOM, mignuc ne n0Tpi6en

JIFOIIIH JIMITEJL

Hipaxx Cyninkymap Ilatwi
01.12.2025 / 00:11:00

Pozppyxosano 01.12.2025 0 00:13:46

Anpeca: A-28/1, M.I.ILK Inpacrpian Epea, Yikasrauna, Aypanraban — 431210, Innis. Tel.: (91-240)2485871-72,

(91-240)6612444,

Anpeca odicy: Kannarapy Iucnaiip, 3-it nos., Canraxpys (I), Mym6aii — 400 055 (Maxapawrpa), [nais
Teu.: (91-22) 6640 2222, (91-22) 6640 2323, dakc: (91-22) 6640 2299. BebcakiT: www.lupin.com
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JIFOTTIH JIMITEJ

A-28/1, MIJIC, HikanTaHa,

Yarpanari Cambxamxkinarap —431 210,
MaxapaiuTtpa, Tes.: 91 240 661 2444

CEPTHOIKAT BIAIMOBIAHOCTI

Hara: 15.01.2026

Hazpa npoaykry: O3envramisip kancynn USP 75
MT

Jlixapcbka dopma: Kancysiu

['eHepuuna Ha3Ba: O3enbramiBip kancynu USP

Tun ynaxoBku: GyicTepHa ynakoBka

Kpaina-supobuui: IHais

Poamip ynakosku: 1x10 kancyn

Peectpauiiibe nocsinueHHs B Ykpaini Ne:
UA/20511/01/01

Ceprudixar GMP YkpaTHu Ne:
253/2025/C-625-25

Jliuensist Ha BupobuuLTBO No: 633 (hopma 25)

Howmep incnekuiiiHoro 3Bity CLUA (EIR):
3004995645

Homep BupobHuuoi cepii: AB04941

Howmep cepii nakyBanHs: AB05060

Hara Bupo6uuuTBa: Jlucronan 2025

Tepmin npunatHocTi: JKosTeus 2027

VnakopaHa Kinbkicts: 38 316,000 kopobok

KinbkicTb, BunymeHa ais nocraeky; 38 316,000
KOpo6oK

YwmoBu 36epiranns: 36epiratu npu temnepatypi He Buule 25 °C B opuriHanbpHil ynakosui.

Kommanis JIIOIMH JIIMITE]] uum niareepaxye, 1o 3a3Ha4eHui BULIE NPOLYKT OyB BUrOTOBIEHHIH
Ta/abo yrnakoBaHUit Ha MiANPUEMCTBI, AKuMii BianoBigae Bumoram cGMP, BinnosiaHo 10 3aTBEpMKEHOrO
peecTpaLiiiHoro 10Che Ta OCHOBHOT JOKYMEHTaLIT, a TakoX Y BianoBiaHocTi Ao TexHiuHOT yroau npo
AKicTh, yknaaeHoi 3 komnadicto Ckaii ®apma B3-TOB.

Kinbkicts Bigxuiens: 01

KinbkicTb pe3ynbTatiB, 1o BUXOAATD 3a Mexi cneundikauiit (OOS) B aHaniTHUHUX pe3yabTaTax:

BICYTHI

Bin imeHi Ta 3a nopydennam JIHOITIH JIIMITEJ
Hinruc: [nionuc/15.01.2026]

KsanidikoBana ocoba: Hipanx [TatHi — crapiunii kepiBHUK

Hara Bunycky: 01.12.2025

Cropinka 13 1

FOpuanuna agpeca: Kannatapy Incnaiip, 3-it mosepx, O¢d Becrepn Excripec Xatiseit, Cantakpys
(Ict), MymGait — 400 055 Ingis. Ten.: (91-22) 66402323, www.lupin.com
Kopnoparueuuii inentudixauiiinuii Homep: L24100MH1983PL.C029442
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v CERTIFICATE OF ANALYSIS
LUPIN
(Page 1 of 3)

Product Oseltamivir Capsules USP 75 mg
GenericName Oseltamivir Capsules USP
Batch No. AB05060 Batch Size : 38316.000 BOX
Mfg. Date NOV 2025 Exp. Date OCT 2027
Date of Release 01.12.2025 Q.C.Ref.No 40001871629
Specification No. AUR_SFDP_011008(1.0)
SFG. Batch No. AB04941

TESTS OBSERVATIONS SPECIFICATIONS
DESCRIPTION Size ‘2’ Hard gelatin capsules Size €2’ Hard gelatin capsules

Identification
A) By HPLC

B) By TLC

WATER CONTENT by KF (% w/w)

DISSOLUTION (%) (By HPLC)
Minimum

Maximum

with light yellow cap imprinted
with ‘75 mg’ in blue ink and grey
opaque body imprinted with ‘LU’ in
blue ink containing white to off
white granular powder.

The retention time of the major
peak in the chromatogram of the
sample preparation corresponds to
that in the chromatogram of the
standard preparation, as obtained
in the assay.
The principal spot in the
chromatogram obtained with test
solution corresponds in position
to that in the chromatogram
obtained with standard solution.
2.1%

79% Passes in S2 Stage

103% Passes in S2 Stage.

with light yellow cap imprinted
with ‘75 mg’ in blue ink and grey
opaque body imprinted with ‘LU’ in
blue ink containing white to off
white granular powder.

The retention time of the major
peak in the chromatogram of the
sample preparation corresponds to
that in the chromatogram of the
standard preparation, as obtained
in the assay.

The principal spot in the
chromatogram obtained with test
solution corresponds in position

to that in the chromatogram
obtained with standard solution.
Not more than 5.0 (For Release) &
Not more than 7.0 (For Regulatory)

Not Less Than 80 (Q) of the
labeled amount of Oseltamivir is
dissolved in 15 minutes.

Not Less Than 80 (Q) of the

Remarks : Approved as per above specification.
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%S CERTIFICATE OF ANALYSIS
LUPIN
(Page2of 3)
Product : Oseltamivir Capsules USP 75 mg
GenericName o Oseltamivir Capsules USP
Batch No. : AB05060 Batch Size : 38316.000 BOX
Mfg. Date : NOV 2025 Exp. Date : OCT 2027
Date of Release 01.12.2025 Q.C.Ref.No : 40001871629
Specification No. : AUR_SFDP_011008(1.0)
SFG. Batch No. : AB04941
TESTS OBSERVATIONS SPECIFICATIONS

labeled amount of Oseltamivir is
dissolved in 15 minutes.
Average 94% Passes in S2 Stage. Not Less Than 80 (Q) of the
labeled amount of Oseltamivir is
dissolved in 15 minutes.

Uniformity of dosage units(By Content 7.3 Acceptance Value: Not More Than

uniformity) 15.0 Meets the requirement as per
current USP chapter < 905 >

ASSAY (mg) 75.10mg Each Capsule contains Oseltamivir

Phosphate USP 71.25 to 78.75 mg
(For Release) & 67.50 to 82.50 mg
(For Regulatory)

ASSAY (%) 100.1% Each Capsule contains Oseltamivir
Phosphate USP 95.0 to 105.0 %
(For Release) & 90.0 to 110.0 %
(For Regulatory)

ORGANIC IMPURITIES by HPLC (%) .

Impurity A 0.1% Not more than 0.5(For Release) &

Not more than 2.0 (For Regulatory)
Impurity B Bellow Quantification Limit Not more than 0.2 (For Release)

& Not more than 0.3 (For
. Regulatory)
Impurity C Bellow Quantification Limit Not more than 0.3 (For Release) &
Not more than 0.5 (For Regulatory)
Individual unidentified impurity 0.1% Not more than 0.2 (For Release)

Remarks : Approved as per above specification.
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% QUALITY ASSURANCE DEPARTMENT
3

fﬁw&@@'ﬂ:@
oo CERTIFICATE OF ANALYSIS
LUPIN
(Page 3 of 3)
Product : Oseltamivir Capsules USP 75 mg
GenericName : Oseltamivir Capsules USP
Batch No. : AB05060 Batch Size ¢ 38316.000 BOX
Mfg. Date : NOV 2025 Exp. Date : OCT 2027
Date of Release : 01.12.2025 Q.C.Ref.No : 40001871629
Specification No. : AUR_SFDP_011008(1.0)
SFG. Batch No. :  AB04941
TESTS OBSERVATIONS SPECIFICATIONS
& Not more than 0.2 (For
Regulatory )
Total unidentified impurities 0.1% Not more than 0.3 (For Release) &
Not more than 0.5 (For Regulatory)
Total impurities 0.1% Not more than 1.0 (For Release) &

Not more than 3.0 (For Regulatory)
Residual Solvents :
Ethanol (pg/capsule) 45 Not More than 1400 Meets the USP
requirement| option 2#

Elemental impurities Meets the Option 2b requirements Meets the Option 2b requirements
as per ICH Q3D and "Summation as per ICH Q3D and "Summation
option" requirement as per USP 232. option" requirement as per USP 232,

Microbial Examination

Total aerobic Microbial count (cfu/mL) Testing is performed as per Not more than 10?
defined frequency in the
specification.

Total combined Molds and Yeast count Testing is performed as per Not more than10?
(cfu/mL) defined frequency in the
specification.

ii) Test for Specified micro-organism (p .
Escherichia Coli Testing is performed as per Absent
defined frequency in the
specification.

Remarks : Approved as per above specification.

COMPILED BY APPROVED BY
Sachin Prakash Vibhute Dhiraj Sunilkumar Patni
30.11.2025 / 22:58:42 01.12.2025/00:11:00

This is Computer generated document hence signature not required. Printed on 01.12.2025 at 00:13:46 hrs

LUPIN LIMITED

Works:A-28/1, M.L.D.C. Industrial Area, Chikalthana, Aurangabad - 431210. India. Tel.: (91-240)2485871-72,
(91-240)6612444,

Registered Office:Kalpataru Inspire,3rd FLR,Santacruz (E), Mumbai-400055.(Maharashtra) India. Tel.: (91-22) 6640 2222,
(91-22) 6640 2323. Fax : (91-22) 6640 2299. Website : www.lupin.com






LUPIN LIMITED

A-28/1, MIDC, Chikalthana,
Chihvatrapali Sambhajinagar - 431 210
Maharashira, Tel: 91 - 240 - 8612444

ERTIFICATE OF GONFORMANGE

Date: 15/01/2026

Froduct name: Oseltamivir Capsules USP
Jomg

Dosage form: Capsule

gLamw;a name: Osutam r(,,apw USF’

Pack type: Blister pack

Country 0f Manufac turer; India

Pack size: 1X10 Ca;:quim

Ukraine Reg. Certificate no.
| UAJ20511/01/01

Ukraine GMP Certificate no.:
2HR3/2025/C -625-25

| Manufacturing License no.: 633 in form 25

US EIR no.: 3004985645

?vmnufa(‘tumq Bczt{“h ’\10 ABO4941

Manufacturing Dam NOV 2025

ax kaqmg E:?smm Nw ABO&O&;Q
Fxmry Daia OCT 4(}27

| Quantity Packed: 38316.000 BOX

Quantity released for delivery: 38316.000
BOX

f Qturc"xoe (“‘{}ﬂdit on: at(ﬁ)f&‘) ai a tenng@r&iur& not ?X(,@Cdl ng 2

> original packaging.

Lupin Limited hereby confirms that the above product has been manufactured and/or
packed in a ¢cGMP compliant facility, in accordance with the approved registration
dossier and master documents and in compliance with the Quality Technical Agreament

contracted into with Sky Pharma FZ-LLC.

No of deviations: 01

For and on behalf of LUPIN LIMITED

i i

kA8 AR

Signature Pl

Qualified Person: Dhiraj Patni - Sr. Executive

Date of release: 01/12/2025.

Fage 1 of 1

No of COS in analytical resulis: Nil

Reglstered Offlce : Kalpataru Inspire, 3rd Floor, Off. Western Express Highway, Santacruz (East),

Mumbai ~ 400 055 India. Tel. : (91-22) 66402323, www.lupin.com
Corporate identity Number @ L24100MH1883PLC029442







JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

04.12.2025 Ne 55671/25/10

O3EJIbTAMIBIP

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
Kancyau no 75 mr no 10 kancya y 6Jaicrepi; no 1 6Jicrepy y kapronHii ynakosui

(dhopma BuycKy, NO3yBaHHS, BHJ IAKYBAaHHS JIIKapchKOro 3aco0y)

Howmep peecrpauiitroro nocsinuenns UA/20511/01/01 crpox aii peecrpaniitsoro nocsinuenns 08.07.2029

Cepis mixapcbkoro 3acoby Ne AB02728 Kinbkicts BBe3eHOrO Jikapeskoro 3acoby 6000
BupoGuux JIKOITIH JIIMITE]], Tuuis
(naliMeHyBaHHA BUpOOHHKA JIIKapChKOTO 3aco0y, KpaiHa MOXOKEHHS )
Baesero B Yipainy CrijibHe yKpaiHCbKO-eCTOHChKE MiAMPHEMCTBO Y popmi ToBapucTBa
3 o0Me:xeHOI0 BiqnositanbHicTIo "OnTtiMa-®apm, JIT/", inenr. xox:
21642228

(naiiMenyBanHs Ta kog 3a €JIPTIOY ropumuunoi ocobu abo npizeuiie, iM's, o 6aTekoBi (hizuaHOT
ocobu - mignmpuemns, i Miclie IpoKHUBaHHA Ta peecTpaliiHui HoMep 00IiKOBOT KAPTKH IIATHHKA
nojaTkis abo cepis Ta HOMep nacrnopra)

Iporoxoa Bisyaasnoro konrposo six 25.11.2025 Ne 3520/1.
JlaGoparopHuii aHaIi3 SKOCTI JiKapCHKOTo 3ac00y 3/iHCHEHMIA:

JAIT "LlenTpansha sabopaTopis 3 aHATI3y SKOCTI JIIKAPCHKHUX 3ac00iB 1 MEUYHOT MPOAYKIi"
(m.Kuis, Byn. Kynpssceka 10r m.Kuis, Byn. Kynpsisceka 8B KuiBcbka obacts, ¢. Hosi Ilerpisiii,
Bys1. [Bana ®panka, 19)

(naliMeHyBaHHSA Ta MicIie3HAXOLKEHH: abopaTopii, o MpoBena NadopaTOPHHIA aHaNi3 SKOCTI)

BHCHOBOK 1110/10 SIKOCTI JiKapehKoro 3acoly, Buaanuii naGoparopieio sig 29.09.2025 Ne 1498

Pesynsrary 1a60paTopHOro aHai3y AKOCTI JIKAapChKOro 3acoby 3a nepesipeHuMy noka3Hukamu BiINOBia0TH
BHMOTAM METO/IB KOHTPOJIIO AKOCTI (AHAIITHYHO-HOPMATHBHOI JJOKYMEHTALLIT).

3a pesynbTaTaMu [Ep:KABHOIO KOHTPOIIO BCTAHOBIEHO, IO Jiikapcekud 3acib BBeseHo B VYkpainy 3
JOTPHUMAHHSM BuMOT 3aKOHO/ABCTBA 110/10 3a0e31CUeHHS AKOCTI JIIKapchKHX 3aco0iB.

Onera EPBLOMEHKO

{riiomwc) {iginiams ra opizpange)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



BIJUILJI 3ABE3IIEYEHHA AKOCTI

CEPTU®IKAT AHAJII3Y

(Crop. 1 3 3)
Mponyxr Ozeibramisipy docdar, kancyau USP, 75 mr
HenartenuT. HasBa Ozeapbramisipy pocdar, kancyau USP
Cepin Ne AB02728 Po3mip cepii : 37644.000 YIIAK.
JlaTa BUTOTOBJL. YEPBEHD 2025 Tepmin npuaatnocri : TPABEHD 2027
JlaTa BUIYCKY 30.06.2025 Ped. Ne K51 : 40001838056
Cnenudikania Ne : AUR SFDP_011008(1.0)
Cepiitn. Ne SFG AB02655
BUINIPOBYBAHHSI CITOCTEPEKEHHS CHEUU®PIKALIT
OTINC TBep/Ii XeNaTHHOBI KamCyJi po3Mipom Trepai xenaTHHOBI Karcyin
2 3 HeNpO30POIO KPHILEYKOIO CBITI0- po3MipoM 2 3 HERPO30POIO
JKOBTOTO KOMBOPY 3 HAMMCOM «75 mg»  KPHIIEYKOIO CBITIO-KOBTOr0
YOPHHJIOM CHHBOTO KONBOPY i KONBOPY 3 HALHCOM «75 mgy»
HETpPO30PHM KOPIYCOM ciporo YOPHHUIIOM CHHBOTO KONBOPY |
KoJbopy 3 HamucoM «LU» YopHHIIOM HETIPO30pUM KOPITYCOM €iporo
CHHBOTO KOJIBOPY, IO MiCTATH Konsopy 3 Hanucom «LU»
rpaHyNLOBaHMI IOpoLIoK 6inoro YOPHUIIOM CHHBOT'O KOJBOPY, IO
KOJIBOPY. MICTATh TPaHyILOBAHKH TOPOWIOK
Ginoro 4u Maibxe 6i10T0 KOTHOPY.
InenTudikais
A) Meronom BEPX Yac yTpuMyBaHHs OCHOBHOTO IliKa Ha Yac yTpuMyBaHHs OCHOBHOTO Mika
XpoMaTorpami 3paska Bifnosizae yacy Ha XpoMaTorpami 3paska BiAnosiae
YTPUMYBAHHs OCHOBHOTO MiKa Ha yacy yTpUMyBaHHs OCHOBHOTO Mika
XpOMaTOrpami CTaHAapTHOTO Ha XpOMaTorpaMi CTaHAapTHOTO
Tpernapary, 3rifHO 3 pe3ynbTaTaMK 1penapary, 3TiHo 3 pe3yIbTaTaMH
KiJIbKICHOTO aHalIi3Yy. KiNBKiCHOTO aHai3sy.
B) Meromom THIX OcHOBHa [UIAMa Ha XpOMaTorpami, OCHOBHa IJIAMa Ha XPOMATOTpaMi,
OTpHUMaHi#l JUist BUNPOGYBaHOTr0 oTpuMaHii Juist BUIpoOyBaHOTO
pO3UMHY, BIMOBIA€ 32 MOJIOKEHHAM pO34HHY, BiZIOBiNa€ 33
OCHOBHIH IAMI Ha XpoMaTorpami, [OIOYKEHHAM OCHOBHIM IUBIMI Ha
OTpHMaHiii A CTaHAapTHOrO XpomaTorpami, OTpHManii s
PO3UHHY. CTAaHJapPTHOrO PO3UHHY.
BMICT BOJIM 3a KO (% M/m) 2,9% He Ginpure 5,0 (Ipy BUITYCKY) i
ne Ginbiue 7,0 (y KiHLi TepMiny
TPUIATHOCTI)
POBUYMHEHHS (%) (MeTomom BEPX)
MiniMym 87% He menwe 80 (Q) Bia 3aspneHol
KiJIbKOCTi 03€NbTaMIBIDY
PO3YHHSAETHCA TIPOTATOM 15 XBUIIHH.
Maxcumym 98% He menute 80 (Q) Bia 3asprnenol
NIATOTOBAHO: 3ATBEPIXEHO:

Cauin lpakam Bioxyr
30.06.2025 / 19:18:53

Cauin Banacaxe6 Kaxanpan
30.06.2025 / 20:58:34

JloKyMeHT 3reHepeBalo eJeKTPOHHUM ULISIXOM, nianmuc He noTpiden Posapykosato 30.06.2025 o0 20:58:51

JIIOIH JIMITE]]

Anpeca: A-28/1, M.LILK Ingacrpian Epea, Hikasnrana, Aypanra6an — 431210, Iuais. Tel.: (91-240)2485871-72,
(91-240)6612444,

Anpeca odicy: Kannarapy Incnaiip, 3-ii moB., Canrakpys (I), Mymb6aii — 400 055 (Maxapamrpa), Inais
Texn.: (91-22) 6640 2222, (91-22) 6640 2323. Pakc: (91-22) 6640 2299. Bedcaiir: www.lupin.com



BT BABE3IIEYEHHAA SAKOCTI

& CEPTU®IKAT AHAJI3ZY
LUPIN

Ld
5o alg S

Mpumitka. CxBaJjeHo BiAnoBiaHo 10 3a3Havenoi crienudiranii.

MIArOTOBAHO: 3ATBEPIKEHO:

Cauin [pakaur BioxyT Cauin banacaxet Kaxannan

30.06.2025 / 19:18:53 30.06.2025 / 20:58:34
JIOKYMENT 3reHepoBano eJIeKTPOHHUM HLIFXOM, nigmuc ne norpiden Posapyxosato 30.06.2025 o 20:58:51
JIYOIIIH JUMITE

Anpeca: A-28/1, M.IJ.K Inpacrpian Epea, Yikaarana, AypaHraéan — 431210, Innin. Tel.: (91-240)2485871-72,
(91-240)6612444,

Anpeca odicy: Kannarapy Iucnaiip, 3-i nos., CaHTaKpy3 (I), Mym6aii — 400 055 (Maxapawrpa), Inais
Tei.: (91-22) 6640 2222, (91-22) 6640 2323. Pakc: (91-22) 6640 2299. Be6caiiT: www.lupin.com
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. % . BT 3ABE3ITEUEHHA SAKOCTI

o CEPTU®IKAT AHAJII3Y
LUPIN

(Crop.2 3 3)
Mponykr 3 OseabTamisipy docdar, kancyau USP, 75 mr
Henarenrt. nazsa @ Osenpramisipy docdar, kancyaun USP
Cepist Ne § AB02728 Posmip cepii : 37644.000 YIIAK.
JlaTa BUTOTOBJ. ! YEPBEHD 2025 Tepmin npuaaruocti  : TPABEHD 2027
Jara BHIYCKY : 30.06.2025 Ped. Ne K51 : 40001838056
Crenudikania Ne : AUR_SFDP_011008(1.0)
Cepiiin. Ne SFG ¢ AB02655
BUINTPOBYBAHHSI CNOCTEPEKEHHS CHELM®IKALI
KiIbKOCTI 03eNbTaMiBipy pO3UHHACTHCS
OpoTAroM 15 XBUIIHH.
CepenHe 3Ha4CHHs 92% He menme 80 (Q) Bin 3asBnerol KiNBKOCTI
o3eAbTaMiBipy PO3HHHAETHCSA NPOTATOM
15 XBUIMH.
OnHOpiAHICTE 1030BaHHX OMHALE (3a 3,6 TIpuitMasibHe HMCO: HE Oitbitie

15,0, BiroBigac BAMOTaM 3rIIHO 3 TOTOYHOIO

OJHOPIAHICTIO BMICT
P 2 penakuicio USP, posain <905>

KoxkHa Karcynia MiCTHTb

KIJIbKICHE BUSHAYEHHA (vr) 73,88 mr 5in 71,25 110 78,75 Mr 03 ITaMIBIpY
dpocdary USP (npn Bunycky) Ta Big 67,50
110 82,50 Mr (y Kinui TepMiny
TIPUMAATHOCT)

KUIbKICHE BUSHAUEHHSI (V0) 98,5% KoxHa KancyJsia MicTHTb

Bin 95,0 no 105,0% 03enbTaMiBipy
docdaty USP (npu BHIycky) Ta Bin 90,0
10 110,0% (y xinui Tepminy NpUAATHOCTL)

OPTAHIYHI IOMILIKH MeTonoM

BEPX (%) He 6inpie 0,5 (npu Bumycky) i e Oinplue
Jomiixa A 0,04 2,0 (y KiHUi TepMiHy NPUAATHOCTI)
Tomimka B He BUIBICHO He 6impue 0,2 (pu BUITCKY) i HE GinpLue

0,3 (y xiHui TepmiHy NpUAATHOCTI)

He 6Ginsiue 0,3 (pH BUIYCKY) i

Jomiuika C Hikue Mexi KiJIbKICHOTO . .. .
we Ginsie 0,5 (y KiHLl TepMIHY
BH3HAYEHHS .
TIPUAATHOCTI)
JnpuBinyansHa HeBU3HAUCHA JOMiLIKa Hinkue Mexi KiTBKICHOTO He Ginbuue 0,2 (npy BAIycKy) i He GiibiLE
BU3HAYEHHS.

MIJITOTOBAHO: 3ATBEP/’KEHO:

Cauin HMpakaw BioxyT Cauin Banacaxe6 Kaxangan

30.06.2025/19:18:53 30.06.2025 / 20:58:34
JloxyMeHT 3reHepoBaHo eJIEKTPOHHUM JIAXOM, HiNuC He noTpiben Posapyxosaso 30.06.2025 o 20:58:51
JIYOIIIH JUMITE

Anpeca: A-28/1, M.L.JL.K Innacrpianx Epea, Yikxanrana, Aypanraéan— 431210, Innis. Tel.: (91-240)248587 1-72,
(91-240)6612444,

Anpeca opicy: Kasmarapy Iucnaiip, 3-it nos., CaHTaKpy3 (1), Mymo6aii — 400 055 (Maxapawrpa), [uais
Tea.: (91-22) 6640 2222, (91-22) 6640 2323. Maxke: (91-22) 6640 2299. Be6caiiT: www.lupin.com



BIJUILJI 3ABE3IIEYEHHSA AKOCTI

CEPTU®IKAT AHAJI3Y

(Crop.3 3 3)

Tpoaykr OszenbTaMmisipy docdar, Kancyin USP, 75 mr
Henateut. Ha3Ba Osenbramisipy gocdar, Kancyin USP
Cepin Ne AB02728 Po3smip cepii : 37644.000 YIIAK.
JlaTa BUFOTOBJL. YEPBEHD 2025 Tepmin npuaaTuocri TPABEHD 2027
JlaTa BUIKYCKY 30.06.2025 Ped. Ne KA1 : 40001838056
Crenudixanin Ne : AUR_SFDP_011008(1.0)
Cepiiin. Ne SFG AB02655

BUIPOBYBAHHSI CIIOCTEPEXXEHHSI CNELUM®PIKALII

3aranbHa cyma HeineHTH(piKoBaHHX
JIOMILLIOK

3arajbHa cyma JOMilIOK

SAIMIIKOB] JOMILLIKH
Erason (Mri/xarcyJa)

EneMeHTHi TOMIIIKH

MikpoGionoriuse JOCHIKEHHS
3aranpha KinbKiCTb acpoOHHX
mikpoopranizmis (KYO/mi)
3arajibHa KiTLKICTh TUTICHABUX T2
JIPKIDKOBHIX TpUOIB

(KYO/mm)

ii) BunpoOyBaHHs Ha BU3HAYEH]
MIKpOOPTaHi3MH
Escherichia Coli

Hikye Mexi KibKICHOro BU3HAYCHHA

0,04

36

Binmosinae Bumoram sapianty 2b ICH
Q3D i Bumo3i «BapianTy
nizcymoByBaHHs» 3rinyo 3 USP 232

<10KYO/r

<10KVO Ir

BincyTHICTb

Ipumitka. Cxsaneno BiANOBIAHO 70 3a3HAYEHOI cnenudikanuii.

0,2 (y KiHui TepMiHy TPUATHOCTI)

He 6insiue 0,3 (npy BUIyCKy) i
ye Gimpiue 0.5 (y xiuui TepMiHy
pUIATHOCTL)
He Ginbwe 1,0 (Mpy BHITYCKY) i
we Ginpie 3,0 (y Kinwi TepMminy
TIpHAATHOCT)

He 6inpute 1400, Binnosinae BUMO3i
USP, BapiasT 2
Binnosizae BUMOraM BapianTy 2b

ICH Q3D i Bumo3i «BapiaHty
[1iACYMOBYBAHH» ST1IHO 3 USP 232

He 6inbuie 10°

He 6insme 10?

BiacyTHiCTh

MIArOTOBAHO:
Cauin Ipaxam Bi6xyT
30.06.2025 / 19:18:53

JIOKYMENT 3reHepoBano eJeKTPOHHUM LLISX0M, nignuc ye morpiden

JIOMIH JUMITEJL

3ATBEPIKEHO:
Cauin Banacaxed Kaxannaj
30.06.2025 / 20:58:34

Posapykosato 30.06.2025 o 20:58:51

Anpeca: A-28/1, M.LJLK Ingacrpian Epea, Yikaarana,

(91-240)6612444,

Anpeca opicy: Kaxnarapy Incmaiip, 3-
Tean.: (91-22) 6640 2222, (91-22) 6640 2323. Pakc:

Jara neperisny: 17.11.2025

[puuuna nepervisyiy: 3anar KaienTa

it mos., Cantakpys (I), M

Aypanra6an — 431210, Tpin. Tel.: (91-240)2485871-72,

ymbaii — 400 055 (Maxapaiutpa), [aais
(91-22) 6640 2299. Beb6eaiiT: www.lupin.com




QUALITY ASSURANCE DEPARTMENT

CERTIFICATE OF ANALYSIS

(Page 1of 3)

Product Oseltamivir Phosphate Capsules USP 75 mg
GenericName Oseltamivir Phosphate Capsules USP
Batch No. AB02728 Batch Size 1 37644.000 BOX
Mfg. Date JUN 2025 Exp. Date MAY 2027
Date of Release 30.06.2025 Q.C.Ref.No 40001838056
Specification No. AUR_SFDP_011008(1.0)
SFG. Batch No. AB02655

TESTS OBSERVATIONS SPECIFICATIONS
DESCRIPTION Hard gelatin capsules, size “2, with Hard gelatin capsules, size “2,

Identification
A) By HPLC

B) By TLC

WATER CONTENT by KF (% w/w)

DISSOLUTION (%) (By HPLC)
Minimum

Maximum

an opaque light-yellow cap printed
with “75 mg” in blue ink and an
opaque gray body printed with “Lu”
in blue ink, containing a granulated
powder that is white in color.

The retention time of the major
peak in the chromatogram of the
sample preparation corresponds to
that in the chromatogram of the
standard preparation, as obtained
in the assay.
The principal spot in the
chromatogram obtained with test
solution corresponds in position
to that in the chromatogram
obtained with standard solution.
2.9%

87%

98%

with an opaque light-yellow cap
printed with “75 mg” in blue ink
and an opaque gray body printed
with “LU” in blue ink, containing a
granulated powder that is white or
almost white in color.

The retention time of the major
peak in the chromatogram of the
sample preparation corresponds to
that in the chromatogram of the
standard preparation, as obtained
in the assay.

The principal spot in the
chromatogram obtained with test
solution corresponds in position

to that in the chromatogram
obtained with standard solution.
Not more than 5.0 (For Release) &
Not more than 7.0 (For Regulatory)

Not Less Than 80 (Q) of the
labeled amount of Oseltamivir is
dissolved in 15 minutes.

Not Less Than 80 (Q) of the

Remarks : Approved as per above specification.

COMPILED BY
Sachin Prakash Vibhute
30.06.2025 / 19:18:53

This is Computer generated document hence signature not required.

LUPIN LIMITED

APPROVED BY

Sachin Balasaheb Kahandal

30.06.2025 / 20:58:34

Printed on 30.06.2025 at 20:58:51 hrs

Works:A-28/1, M.L.D.C. Industrial Area, Chikalthana,

(91-240)6612444,

Registered Office:Kalpataru Inspire,3rd FLR,Santacruz (E),

(91-22) 6640 2323. Fax : (91-22) 6640 2299. Website : www.lupin.com

Mumbai-400055.(Maharashtra) India. Tel.: (91-22

Aurangabad - 431210. India. Tel.: (91-240)2485871-72,

) 6640 2222,



QUALITY ASSURANCE DEPARTMENT
CERTIFICATE OF ANALYSIS

(Page2of 3)

Product : Oseltamivir Phosphate Capsules USP 75 mg

GenericName : Oseltamivir Phosphate Capsules USP

Batch No. H AB02728 Batch Size : 37644.000 BOX
Mfg. Date : JUN 2025 Exp. Date : MAY 2027
Date of Release 30.06.2025 Q.C.RefNo : 40001838056

Specification No. : AUR_SFDP_011008(1.0)
SFG. Batch No. AB02655

TESTS OBSERVATIONS SPECIFICATIONS

labeled amount of Oseltamivir is
dissolved in 15 minutes.
Average 92% Not Less Than 80 (Q) of the
labeled amount of Oseltamivir is
dissolved in 15 minutes.

Uniformity of dosage units(By Content 3.6 Acceptance Value: Not More Than

uniformity) 15.0 Meets the requirement as per
current USP chapter < 905 >

ASSAY (mg) 73.88mg Each Capsule contains Oseltamivir

Phosphate USP 71.25 to 78.75 mg
(For Release) & 67.50 to 82.50 mg
(For Regulatory)
ASSAY (%) 98.5% Each Capsule contains Oseltamivir
Phosphate USP 95.0 to 105.0 %
(For Release) & 90.0 to 110.0 %

(For Regulatory)
ORGANIC IMPURITIES by HPLC (%) ;
Impurity A 0.04 Not more than 0.5(For Release) &
Not more than 2.0 (For Regulatory)
Impurity B Not Detected. Not more than 0.2 (For Release)
& Not more than 0.3 (For
Regulatory)
Impurity C Below Quantification Limit. Not more than 0.3 (For Release) &
Not more than 0.5 (For Regulatory)
Individual unidentified impurity Below Quantification Limit. Not more than 0.2 (For Release)
Remarks : Approved as per above specification.
COMPILED BY APPROVED BY
Sachin Prakash Vibhute Sachin Balasaheb Kahandal
30.06.2025/19:18:53 30.06.2025 / 20:58:34
This is Computer generated document hence signature not required. Printed on 30.06.2025 at 20:58:51 hrs

LUPIN LIMITED

Works:A-28/1, M.1.D.C. Industrial Area, Chikalthana, Aurangabad - 431210. India. Tel.: (91-240)2485871-72,

(91-240)6612444,
Registered Office:Kalpataru Inspire,3rd FLR,Santacruz (E), Mumbai-400055.(Maharashtra) India. Tel.: (91-22) 6640 2222,
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QUALITY ASSURANCE DEPARTMENT

CERTIFICATE OF ANALYSIS

(Page3of 3)

Product Oseltamivir Phosphate Capsules USP 75 mg
GenericName Oseltamivir Phosphate Capsules USP
Batch No. AB02728 Batch Size ¢ 37644.000 BOX
Mfg. Date JUN 2025 Exp. Date : MAY 2027
Date of Release 30.06.2025 Q.C.Ref.No 40001838056
Specification No. AUR_SFDP_011008(1.0)
SFG. Batch No. AB02655
TESTS OBSERVATIONS SPECIFICATIONS
& Not more than 0.2 (For
Regulatory )

Total unidentified impurities
Total impurities

Residual Solvents
Ethanol (pg/capsule)

Elemental impurities

Below Quantification Limit.

0.04

36

Meets the Option 2b requirements
as per ICH Q3D and "Summation

option" requirement as per USP 232,

Not more than 0.3 (For Release) &
Not more than 0.5 (For Regulatory)
Not more than 1.0 (For Release) &
Not more than 3.0 (For Regulatory)

Not More than 1400 Meets the USP
requiremcntl option 2#

Meets the Option 2b requirements
as per ICH Q3D and "Summation
option" requirement as per USP 232.

Microbial Examination .
Not more than 10°

Total aerobic Microbial count (cfu/mL) <10 cfu/g.

Total combined Molds and Yeast count <10 cfu/g. Not more than10?
(cfu/mL)

ii) Test for Specified micro-organism (p 3

Escherichia Coli Absent Absent

Remarks : Approved as per above specification.

APPROVED BY
Sachin Balasaheb Kahandal
30.06.2025/20:58:34

COMPILED BY
Sachin Prakash Vibhute
30.06.2025/19:18:53
This is Computer generated document hence signature not required. Printed on 30.06.2025 at 20:58:51 hrs

LUPIN LIMITED

Works:A-28/1, M.I.D.C. Industrial Area, Chikalthana, Aurangabad - 431210, India. Tel.: (91-240)2485871-72,
(91-240)6612444,

Registered Office:Kalpataru Inspire,3rd FLR,Santacruz (E), Mumbai-400055.(Maharashtra) India. Tel.: (91-22) 6640 2222,
(91-22) 6640 2323, Fax : (91-22) 6640 2299. Website : www.lupin.com

Review date: 17.11.2025
Reason for review: Request of customer


http://www.tcpdf.org

