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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Page 1 of 10/ Ctp. 1 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Tpoaykr: U6ykaun®, Ta6/ieTKH, NOKPLITHIE IVIEHOYHOH 0060/104K0#, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . V2501196 Batch Quantity / ~800000.0 tab /

Cepust Ne ' O6beM cepHH " 800000.0 Tab

Analytical Repo:‘t No / . 040002965244 Date of Analysis / . 12.06.2025

AHaTUTHYECKUIT oTueT No JlaTa ananusa

Date of Manufacture / . 05/2025 Date of Expiry / - 04/2030

JaTa 1Ipou3BOACTBA I'onen o

Mfg. License No. / MA number: /

IpowuzBoacTBCcHHASA : MNB/05/263 ) : JITI-Na(003654)-(PT'-RU)
Homep PY

JueH3us Ne

Analysis performed according ND: / AHaju3 npoBeeH no H}I JIII-Na(003654)-(PT-RU)-101123

Ne |Test/ IlokazaTenn Results/ Pe3ysnbTaTh! Specification / Hopma
Appearance / Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
1 |Omnucanne one-side scored tablets; white core at |scored tablets; white or off-white core at the
the cross-section. / TaGneTku cross-section. / TabneTku kancynoBuAHOH

KarncyJoBUIHOU GOpPMBI, OKPBIThIE | HOPMBI, MOKPBITHIE MIEHOUHON 000IOUKOH
MIEHOYHOM 060704KO0iT OpaHXEBOTO |OPaHIKEBOr0 L{BETa, C PUCKOH Ha OXHOM CTOPOHE;
LBETA, C PUCKOM Ha OMHOM CTOPOHE; |Ha MONepevHoM paspese — Aapo 6en0ro uin

Ha TIONePevuHOM paspese — sipo Nno4TH 6€JI0r0 LBETa.

6enoro yBeTa.

Remarks : The Product conforms to ND/ Opinion : APPROVED
I pusmeuauue: Ilpoayxr coorsercTyeT TpeGoBanusam HJ{ 3axmoeuenue: GAOGBPEHO
Prepared by / . | Checked by / Approved by: Manager/Executive
TloaroTosneHo: Pravesh Rana J/ | IIpoeepeHo: Pardeep Kumar /Opo6peno: Menemxep /

Gy ‘L Pyxosoaurtens: Amit Kugar
Reprint Date: Reprint Date: Reprint Date: v
Hara: 12.06.2025 Hara: 12.06.2025 Hara: 12.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘,’:’.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P., 173 205, INDIA
Tei:
www.drreddys.com

AnA s TN N
oLV DLUVULTUL

9i

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 2 of 10/ Cp. 2 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

{Ipoxyxr: Uoykunn", Tabaerkn, NOKPLITHIE IIEHOYHOI 060/104K0ii, 400 Mr + 325 Mr

aunen3ns Ne

Market / PriHoK :Russia / Poccug
Batch No / ] Batch Quantity / ~ 800000.0 tab/
Cepusg No | V2SOID6 Oo6nem cepnu " 800000.0 Tab
Analytical Repourt No / . 040002965244 Date of Analysis / - 12.06.2025
| AHAJTHTHYECKHHA oT4eT Ne JlaTa aHaM3a
Date of Manufacture / . 05/2025 Date of Expiry / - 04/2030
JlaTta npoM3BoACTBa I'onen no
Mfg. License No. / MA number: /
. 9} . . - - -
IIpou3sBoacTBeNIAN : MNB/05/263 Homep PY . JITI-Ne(003654)-(PI'-RU)

Analysis performed according ND: / Anann3 nposegen no HJL: JIII-Ne(003654)-(PI'-RU)-101123

Identification /
IMopauHHOCTH

2 Complies as prescribed/

CoOTBETCTBYET

The retention times of the main peaks on the
chromatogram of the test solution should
correspond to the retention times of the peaks on
the chromatogram of ibuprofen and paracetamol
reference standards solution (section Assay) /
BpeMeHa yaepkuBaHHS OCHOBHBIX TIHKOB Ha
XpOMaTOrpaMMe HCIBITYEMOTO PACTBOPA TOJIKHEI
COOTBETCTROBATh BpEMEHAM YAEP)KMBaHHUs MTHUKOB
Ha XpoMarorpaMMe pacTBOpa CTaHJApTHBIX
obpasioB ubynpodeHa U napaueramona (pazaen
«Kom4ecTBEHHOE OTIpEIENeHNUE))

Average tablets weight / 969.1 mg/ 969.1 mMr

Cpennsist Macca TabJIeToOK

940.9 mg to 999.1
(970.0 mg +£3.0 %) /
Or 940,9 MI
(970,0 mr = 3,0 %)

mg

Jo 999,1 MI

Disintegration /
Pacnagaemocthb

06 min 24 sec / 06 MuH 24 cek

Not more than 30 min /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
lpumevausne: {ipoayxr cootBeTcTBYeT TpeboBanusm HJ

Opinion : APPROVED
Sasumowensne: QAOBPEHO

{ Prepared by / Checked by /
Tloarotorneno: Pravesh Rana /}
/]
7

—

ITposepeHo: Pardeep Kumar

<[ —

Approved by: Manager/Executive
/Onobpeno: Menemxep /
PykopoauTens: Amit {(umar

e

Reprint Date:
Hata: 12.06.2025

Reprint Date:
Jara: 12.06.2025

Reprint Date:
Jarta: 12.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1884PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page 3 of 10/ Crp. 3 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
\Mpoxyxr: M6ykaun®, TabaeTKy, MOKPHITHIE IIEHOYHOI 060,1049K0#, 400 Mr + 325 mMr

Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepus Ne V2501196 O0BeM cepuH " 800000.0 Tab
Analytical Repoz‘t No / - 040002965244 Date of Analysis / . 12.06.2025
AnanuTHdeckuii oTuer Ne JlaTa ananusa
Date of Manufacture / - 05/2025 Date of Expiry / - 04/2030

| laTa IpoH3BOACTBA T'onen a0
Mfg. License No. / MA number: /
TIpou3BoacTBeHHAS : MNB/05/263 ) : JITI-Ne(003654)-(PI'-RU)

Homep PY

JHUEeH3HsA Ne -

Analysis performed according ND: / Auasu3 nposenen mo HJI: JITI-Ne(003654)-(PI'-RU)-101123

5 |Dissolution /
|PacrBopenne

96 % to 99%

98 % to 100 %

[Not less than 70% (Q) of Ci3Hi30 (ibuprofen)

after 30 min /

He menee 70 % (Q) Ci3H 302 (ubynpoden) yepes
30 muH

Not less than 70% (Q) of CsHoNO: (paracetamol)
after 30 min /

He menee 70 % (Q) CiHoNO» (nmapaueramonn)
yepe3 30 MUH

Remarks : The Product conforms to ND/
Jpuneyanse: Ilpoaykt coorsercreyer Tpebosanuam HJT

Opinion : APPROVED
Zasmosenue: QAOBPEHO

Prepared by /

TloaroToeneno: Pravesh Rana
/]

Checked by /
[Iposepeno: Pardeep Kumar

J

SNe—

Approved by: Manager/Executive

/Ono6peno: Menemxep /

PyxoBoautens: Amit Kumar
/\‘/ —

Reprint Date:
Harta: 12.06.2025

Reprint Date:
Jata: 12.06.2025

Reprint Date: Y
Hara: 12.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3IA

Page 4 of 10 / CTp. 4 n3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Iponyxr: N6ykann®, Tab1eTKH, IOKPBITHIE IUIEHOUHOI 060,104K0i, 400 Mr + 325 mMr

Market / PoiHOK :Russia / Poccus
Batch No / - V2501196 Batch Quantity / . 800000.0 tab /
Cepusi No ' O0bem cepun " 800000.0 Tab
Analytical Repovrt No/ - 040002965244 Date of Analysis / - 12.06.2025
AHaJqMTHYeCKHI oTueT N2 HJarTa anaiusa
Date of Manufacture / - 05/2025 Date of Expiry / - 04/2030
laTa npou3BoACTBa I'ogen g0
Mfg. License No. / MA number: /
IIpousBoacTBenas : MNB/05/263 ) . JITI-Ne(003654)-(PI'-RU)
Homep PY
JIHneH3us Ne

Analysis performed according ND: / Anasnu3 nposeaen no H/I: JIII-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoacTBenHbie npuMecH than 0.005% /
Method 1/ Meton 1 4-amuHodeHon (Ipumech napaueramona) He
oonee 0,005 %
Any individual impurity (of ibuprofen or
Method 2 / Metop 2 BElow BOL ivEaperap e iR e Uy paracetamol) - not more than 0.3% /
Jrobas enunuudas npuMmech (WbynpodeHa wnu
napaieramosa) He 6onee 0,3 %
0.0001% Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npuMmeceii (Meton 1 + Metog
2) He 6onee 0,7 %
7 |Water / Boaa 1.7 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
Jpumevanue: llpoaykr coorBeTcTBYeT TpeboBanusam HJI

Opinion : APPROVED
Zascmonenue: OJOBPEHO

Prepared by /
Tloarorosnedo: Pravesh Rana l

Checked by /
[Tpoeepeno: Pardeep Kumar

<

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PykoBoguTens: Amit KuLmar

A

Reprint Date:
Hara: 12.06.2025

Reprint Date:
Hata: 12.06.2025

Reprint Date: {

Jarta: 12.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85125AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 50f 10/ Ctp. 513 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
TIpoaykT: U6ykaun®, TabaeTkH, NOKPBITHIE IEHOUHOIl 060.104K0#, 400 Mr + 325 Mr

Market / Pbinok :Russia / Poccus

Batch No / - V2501196 Batch Quantity / _ 800000.0 tab /

Cepust Ne ) O6bem cepuu " 800000.0 Tab

Analytical Repovrt No/ - 040002965244 Date of Analysis / - 12.06.2025

AHanuTH4YecKHH oTyeT No JlaTa anaau3sa

Date of Manufacture / - 05/2025 Date of Expiry / - 04/2030

JaTa npou3BoACTBA I'open no

Mfg. License No. / MA number: /

HpousBoncreeHnas : MNB/05/263 " : ¢ JIII-Ne(003654)-(PT'-RU)
Homep PY

JuneH3ns Ne

Analysis performéd according ND: / Anajiu3 nposejien 1o H)I JIH-N9(003654)-(PF-RU)_-101 123

8 |Uniformity of dosage
units /

OaHOpPOAHOCTB
J03UPOBaHUSA

- ibuprofen / ubynpoden

|- paracetamol /
| mapaneTamodt

1.1

1.1

Acceptance value (AV) should be not more than
15.0 /Ilokazartens npuemaeMocty (AV) nosnkex
ObITh He Ooiee 15,0

Acceptance value (AV) should be not more than
15.0 /IlokazaTens npuemieMoctu (AV) J0JDKEH
ObITh He bonee 15,0

Remarks : The Product conforms to ND/
llpuneuanue: 1lpoayxr coorsercTsyeT Tpebosanusam HJI

Opinion : APPROVED
Jaxmouenne: O AOBPEHO

Prepared by /

Tloarorosneno: Pravesh Rana

Checked by /
[IpoeepeHo: Pardeep Kumar

<L —

-

Approved by: Manager/Executive
/Onobpeno: Menemxep /
PykoBoautens: Amit I’\'Lumar

Reprint Date:
Hara: 12.06.2025

Reprint Date:
Hara: 12.06.2025

Reprint Date: -
Hata: 12.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

Page 6 of 10 / Ctp. 6 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
IIpoaykr: H6ykaun®, TabJeTKH, MOKPBIThIE IJIeHOYHOl 06010uK0ii, 400 Mr + 325 Mr

Market / PoiHoK :Russia / Poccus

Batch No/ . Batch Quantity / . 800000.0 tab /

Cepnsa Ne ; V2301196 Obnem cepuH " 800000.0 Tab

Analytical Repourt No / . 040002965244 Date of Analysis / . 12.06.2025

AHaJHMTHYECKHH oTueT Ne JlaTa aHa/H3a

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2030

JlaTa npou3BoJCTBA Toxen po

Mfg. License No. / MA number: /

IIponsBoacTBeHHAS : MNB/05/263 ' : JITI-Ne(003654)-(PT-RU)
Homep PY

Jguneniua No

—Elalysis performed according ND: / Anasiu3 nposesen no H/L: JIII-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /

HUCJIO APOAKIKEBBIX U
TJIECHEBBIX TPHOOB

MuxpoOuonornueckas

yucroTa® NA

a) Total aerobic microbial Not more than 1000 CFU/g/
count / Obuiee yncno He 6onee 1000 KOE/r
a3pOOHBIX

MHUKpPOOPIraHu3MOB NA

b) Total combined yeasts Not more than 100 CFU/g /
and mould count / Ob1ee NA He 6o1ee 100 KOE/r

Tloarorosneno: Pravesh Rana //

-

a—_;_..J;.———_—

[Tposepeno: Pardeep Kumar /Ono6peHo: Menemxep /
g PyxoBoautens: Amit Kugnar

¢) E. coli Shall be absent in lg / OTcyTcTBHE B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpuneuauue: [ponykr cootBercTByeT TpeboBanusm HJL Baxmouenue: O4ObPEHO
Prepared by / Checked by / Approved by: Manager/Executive

Ao

Reprint Date: Reprint Date: Reprint Date:
Hara: 12.06.2025 Jlara: 12.06.2025 Hara: 12.06.2025

V

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIU3A

Page 7 of 10/ CTp. 7 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
TIpoayxr: U6ykiun®, TabneTKH, NOKPHITHIE MJIEHOYHOH 060/104KOif, 400 Mr + 325 mr

Market / PeiHoK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne V2501196 O6nem cepuu " 800000.0 Tab

Analytical Repovrt No/ . 040002965244 Date of Analysis / . 12.06.2025

AHaJquTHUeCKH# oTueT Ne JlaTa aHanu3a

Date of Manufacture / - 05/2025 Date of Expiry / - 04/2030

JaTa npou3BoACTBA T'oaen no

Mfg. License No. / MA number: /

IIpousBoacTBEHHAS . MNB/05/263 ’ . JIII-Ne(003654)-(PT'-RU)
Homep PY

JuneHsus Ne

Analysis performed according ND: / Anasu3s nposegen mo H/I: .JIII—N;(003654)-(PF-RU)-101123

10 |Assay / KoanyecTBeHHOE 360.0 to 440.0 mg of Ci3H30- (ibuprofen) per
olpeesieHHE tablet /

396.4 mg/396.4 mMr Ot 360,0 mMr no 440,0 mr C13H1302 (ubynpoden) B
TabyeTke

292.5 to 357.5 mg of CsHsNO» (paracetamol) per
tablet /

i 323.53 mg/323.53 mr O1292,5 mr 1o 357,5 mr CgHoNO; (napaueramon)
B TabneTke

11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
blister and a patient information |a patient information leaflet in a carton. / ITo 10
leaflet in a carton. / TTo 10 Tabnetok |tabnerok B [IBX/Al 6auctep. Ilo 1, 2 unu 20
B [IBX/Al 6nucrep. [lo 1 6nucrepy |GnucTepoB B MA4yKy KapTOHHYIO BMECTE ¢
B Mauyky KapTOHHYI0 BMECTE€ C |HHCTPYKLHEH 10 NPUMEHEHHIO.

UHCTPYKUHEH Mo NPUMEHEHHIO.
12 | Labeling / MapxupoBka |According to ND. / B coorsercrauu ¢ HI.

13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenne [Tpu Temnepatype He Bolie 25 °C.

14 | Shelf life / Cpok 5 years / 5 net
TOAHOCTH

Note: References in the normative document are given to the Rus. Ph XIV.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeyanne: {fponyxr cooreerctyer Tpebopanmsm HI 3ascmovenue: O4OBPEHO
Prepared by / _ | Checked by / Approved by: Manager/Executive
TloarorosneHo: Pravesh Rana i [TpoeepeHo: Pardeep Kumar /Opobpeno: Menemxep /
{ 7 PykoBoautens: Amit Kumar

ol N~ L
Reprint Date: Reprint Date: Reprint Date: | -
Jata: 12.06.2025 Jara: 12.06.2025 Hara: 12.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

@
Dr. Red dY,S ‘... Vill. Xhol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel 1 491 51566 506001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Page 8 of 10/ Ctp. 8 3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Hpogyxr: U6ykaun®, TabaeTkH, IOKPLITHIE IUIEHOYHOI 060s10uK0it, 400 Mr + 325 Mr

Market / Poiaok :Russia / Poccust

Batch No/ . Batch Quantity / ~800000.0 tab /

Cepust Ne : V250136 O0bem cepun " 800000.0 Tab

Analytical Rep0ft No/ - 040002965244 Date of Analysis / . 12.06.2025

AHanuTHYecKHH oTueT Ne HJata anasm3a

Date of Manufacture / - 05/2025 Date of Expiry / - 04/2030

Jara nponsBojcTBa TI'ogen oo

Mfg. License No. / MA number: /

IIpousBoacTBEHHAA : MNB/05/263 . : JIII-Ne(003654)-(PI'-RU)
Homep PY

JHIeH3uA Ne -

Analysis performed according ND: / Ananu3 nposeaen no HJI: JII-Ne(003654)-(PT-RU)-101123

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis.

[pumeuanue: CChUIKH B HOpMAaTHBHOM JOKyMEHTaLuU npuBeAeHsl Ha 'O PO XIV.

* [IpOBOMMTCS NMPOU3BOAKTENEM [PU BBITYCKE MEPHOANYECKH: ISl Kaxao# 20-0i cepun Ui He MeHee 1 pasa B
roz. ITokazaTens MoxeT ObITh He BKJIIOUEH B cepTUGHKAT aHATH3a QUPMBIL.

API name / HaumenoBanue APC: Ibuprofen / U6ynpoden Paracetamol / ITapaneramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [lapanieramon
API manufacturer batch number / PIBM240222, PIBM240252,
Homep cepun nponssoautens ADC: PIBM250086 A EEUROONODE
FP Manufacturer API Batch number / FERA00742, FESA00155,
Howmep cepun cy0cTaHIHHA NPOU3BOAUTEIIS FESAQ00075
: FESA00220
| TJID:
Solara Active Pharma Sciences
API Manufactured by & country / Limited, India / Conapa 3xTuB Granules India Limited, India /
Ipoussogurens ADPC, ctpana: ®apma Caitencus JInmuren, I'panynec Unpus Jlumuren, Maaus
HUnnus

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpunevanue: {Hponyxr cooreercTByeT TpeboBanusam HJ| Sacmogenue: OAOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive

TloaroToseHo: Pravesh Rana [/ [IpoepeHo: Pardeep Kumar /Onobpeno: Menemxep /
/ c.[:/ PyxoBogutens: Amit I%umar
- N—

Reprint Date: Reprint Date: Reprint Date:
Hara: 12.06.2025 Jara: 12.06.2025 Hata: 12.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 9 of 10/ Ctp. 9 13 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Hpony xr: U6yknna®, Ta6/ieTKH, NOKPBITbIE IJIEHOYHOH 060.104K0M, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepusg No ol V2OUHD0 O06bem cepuH " 800000.0 Tab

Analytical Report No/ - 040002965244 Date of Analysis / - 12.06.2025

AHAJUTHYECKHH 0TUeT Ne JlaTa anasiun3a

Date of Manufacture / - 05/2025 Date of Expiry / - 04/2030

JlaTa nIpoM3BOACTBA TI'onen oo

Mfg. License No. / MA number: /

IIpou3BogcTBeHHASA : MNB/05/263 ) : JITI-Ne(003654)-(PT'-RU)
Homep PY

IHneH3us Ne

Analysis performed according ND: / Anasnn3 nposegen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

Name, address, authorization No for  FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumeHoBanue, agpec, JULeH3HA IS I-p Pennu’c Jlaboparopuc JItn., Uumus, ITponssonacTeBenHoe
IpounzBoacTeenHas niomanka / Ilnomaaka noapasaenenne-6, Bunn. Kxonp, Hanarapx Poyn, baqnu, J{ucTpukt
_KOHTpoJis KavecTsa / Ilnomanka Beinycka Conan, X.I1., 173205, Mapus (muuen3us Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3aK/0YeHHe 0 COOTBETCTBUM: «HacTosluM s MOATBEPKAAI0, YTO MPUBEAEHHAs Bbllle HHOOpMALMs ABNAETCA
JIOCTOBEPHOM W TOYHOM. DTa cepus MPOAYKLMM INpOU3BeleHa (BKIIOYast yHNAKOBKY (MapKMpPOBKY) ¥ KOHTDOJb
KauecTBa) Ha BBIIECYKa3aHHOW NpPOM3BOIACTBEHHOH IUIomaake (MIOIIAAKax) B HOJHOM COOTBETCTBUH C
TpeGoBanusmu [paBui Hajasexalieid NpoM3BOACTBEHHOH mpakTHKU EBpasuiickoro skoHomuyeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) U TpeOOBaHUAMH KOHTPOJI KaUECTBA JIEKAPCTBEHHBIX CPECTR,

RemarKks : The Product conforms to ND/ Opinion : APPROVED
T puneuanue: [Ipogyxrcoorsercreyet Tpebopanmam HA Saxmovenne: QAOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
TMoarorosneHo: Pravesh Rana [TposepeHo: Pardeep Kumar /Ono6peno: Menemxep /
f _ PykoBoautens: Amit Kuelar
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
\Hpopyxrt: M6yxann®, TabiieTKH, IOKPbITHIE IEHOYHOI 060/104K0ii, 400 mMr + 325 Mr
Market / PoiHOK :Russia / Poccus
Batch No / . V2501196 Batch Quantity / . 800000.0 tab/
Cepusi Ne ) O6bem cepuu " 800000.0 Tab
Analytical RepOft No/ - 040002965244 Date of Analysis / . 12.06.2025
AHajgaTHYecKHH oTyeT Ne JlaTta ananu3a
Date of Manufacture / . 05/2025 Date of Expiry / - 04/2030
| laTa npoH3BOACTBA I'ogen o
Mfg. License No. / MA number: /
IIpousBoacTBeHHAS : MNB/05/263 ) : JITI-Ne(003654)-(PI'-RU)
Homep PY
JuneH3us Ne
Analysis performed according ND: / Auaun3 nposeaed no HJI: JITI-Ne(003654)-(PI'-RU)-101123

a TaKXKE B COOTBETCTBHUHU CO CHCLII/I(bI/IKaLlI/IﬂMH, coaepxKalluMHUCA B PErUCTpallMOHHOM N0CHE CTpaHbI-UMIIOPTEPA.
3anucu no NPOU3BOACTBY, YIIAKOBKE H aHAJIU3Y IIPOBEPEHEI, U YCTAHOBJIEHO UX COOTBETCTBHC Tpe6OBaHI/I$IM HpaBI/IH
HaanexaueH HpOI/I3BO,£LCTB€HHOﬁ MNNpaKTHKH EBpaSHﬁCKOFO OKOHOMHUYECKOI'0 COro3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
Tlpunseuauue: Ilpoayxr coorsercreyer TpeGosanusaM HJ Zaxmogenue: OAOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
TloaroroeneHo: Pravesh Rana [/ | [Iposepeno: Pardeep Kumar /Onobpeno: Menemxep /
PykoBoautens: Amit Kumar
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