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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page10f 10/ Ctp. 1 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: M6yknun®, Ta6/1eTKH, NOKPLITLIE ILIEHOUHOH 060,104K0#, 400 Mr + 325 Mr

Market/ PoiHok :Russia / Poccust

Batch No / _ Batch Quantity / ~750000.0 tab /

Cepust Ne & V2500638 O6bem cepuu " 750000.0 Tab

amalygical RepogtNoy . 040002891752 Date of Analysis/ . 17 o4 5025

AHaauTyaecKHii oTyer No JlaTa aHa/u3a

Date of Manufacture / . 03/2025 Date of Expiry / - 02/2030

JlaTa nmpou3BoACTBa T'onen o

Mfg. License No. / MA number: /

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

JuneH3us Ne

Analysis performed according ND: / Ananu3 nposegen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

Ne |Test/ IToka3arenn

Results/ PesyabTaThl

Specification / Hopma

Appearance /
1 |Onmucanune

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KarcyJoBUAHOH GOPMEI, TIOKPHITEIE
TJICHOYHOM 000JOYKOH OpaHXKeBOTOo
L[BETA, C PUCKOU Ha OHOH CTOPOHE;
Ha NOMEPEYHOM paspese — Apo
Oenoro 1BeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku kancyaoBUAHOH
($OpMBI, MOKPBITHIE TIIEHOYHOH 000I0UKOH
OpaHXKeBOTo 11BETa, C PUCKOIl Ha OJHOH CTOPOHE;
Ha [ONEPEYHOM pazpese — sApo 6enoro uim
noutu 6en0ro LBeTa.

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI /

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /

INoarorosneno: Sarita Sharma

Checked by /
[IpoepeHo: Pravesh Rana

Approved by: Manager/Executive
/OnobpeHo: Menemkep /
PyxkoBoautens: %’lit Kumar

| = -

Reprint Date:
Hara: 17.04.2025

Reprint Date:
Jarta: 17.04.2025

-

Reprint Date:
Hara: 17.04.2025

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

CIN: L85195AP1984PLC004507

www.drreddys.com
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Formulation Unit-6

Qe
? =]
DI’. ReddY S ‘ 0. vill. Khol, Nalagarh koad, Baddi,
’ Distt. Solan, H.P., 173 205, INDIA

Tel : +91 96165 50601~
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Page 2 0of 10/ Ctp. 2 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
poaykr: HG6ykaun®, TabJaeTKH, MOKPHIThIe MIeHOYHOii 060104Koii, 400 Mr + 325 Mr

Market / PoiHoK :Russia / Poccus

Batch No / ) Batch Quantity / ~750000.0 tab/

Cepus Ne V2500628 O6beM cepun " 750000.0 Ta6

Analytical Report No / - 040002891752 Date of Analysis / . 17.04.2025

AHaauTHYeCKHH oTueT No JaTta aHaau3a

Date of Manufacture / - 03/2025 Date of Expiry / - 02/2030

JdaTa nmpousBoacTBa I'ogen no

Mfg. License No. / MA number: /

Ipon3BoacTBenHas : MNB/05/263 e . JIII-Ne(003654)-(PI'-RU)
Homep PY

JuneH3ns Ne

Analysis performed according ND: / Anauu3 nposegen no HJI: JITI-Ne(003654)-(PT-RU)-101123

2 |Identification / Complies as prescribed/ The retention times of the main peaks on the
IopnnAHOCTD CooTBeTCTBYET 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 ynep)uBaHUs OCHOBHBIX IHKOB Ha
XpoMaTorpaMme HCIBITYEMOTO pacTBOPa AOJMKHEI
COOTBETCTBOBATH BpeMEHaM YIAEPKUBaHUs IMKOB
Ha XpOMaTorpamMme pacTBOpa CTaHAAPTHBIX
obOpasioB ubynpodeHa 1 napaneramona (paszen
«KonuuecTBeHHOE ONPENEICHUEN)

3 |Average tablets weight / 975.8 mg/975.8 mMr 940.9 mg to 999.1 mg
Cpennss macca Tal/1eTOK (970.0 mg = 3.0 %) /

Or 940,9 MT Jo 999,1 MI
(970,0 mr + 3,0 %)

4 |Disintegration / 04 min 22 sec / 04 mun 22 cek  |Not more than 30 min /
Pacnapaemocts He 6onee 30 mun

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [Jponykr coorBercTByeT TpeboBanusM HJI / 3axmouenne: OJJOBPEHO
Prepared by / V Checked by / p2 Approved by: Manager/Executive
[ToarotoBaeno: Sarita Sharma [Tpoepeno: Pravesh Rana /Ono6peHo: MeHemxep /

PykoBoauTens: {’\mit Kumar

Reprint Date: Reprint Date: Reprint Date: v
Hara: 17.04.2025 Jara: 17.04.2025 Hata: 17.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLC004507
www.drreddys.com




Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 5£003-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJHU3A

Page 3 of 10/ C1Tp.3 u3 10

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

Hpoayxr: M6ykann®, TabneTKH, NOKpPBITHIE IIEHOYHOI 060J104K0#, 400 Mr + 325 Mr

aunen3us No

Analysis performed according ND: / Anasnn3s nposeaed no HJI: JITI-Ne(003654)-(PI'-RU)-101123

Market / PoiHOK :Russia / Poccus |
Batch No / ; Batch Quantity / ~ 750000.0 tab /

Cepust Ne § VLIS O6neM cepuu " 750000.0 Tab
analyEEaLREROUIDH . 040002891752 Date of Analysis /| . 1504 5095

AHajMTHYeCKMit oTUeT No JlaTa anaau3a

Date of Manufacture / - 03/2025 Date of Expiry / - 02/2030

JaTa mpou3BoACTBA Toaen no

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAs : MNB/05/263 Howmep PY . JIII-Ne(003654)-(PT-RU)

5 |Dissolution /

Pacreopenne

98 % to 102 %

98 % to 102 %

Not less than 70% (Q) of Ci3H1302 (ibuprofen)
after 30 min /

He menee 70 % (Q) Ci13His02 (ubynpoden) uepes
30 muH

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

He menee 70 % (Q) CsHoNO: (nmapaueramon)
yepes 30 MUH

Remarks : The Product conforms to ND/

IIpumeuanue: [Jpoayxrt coorsercTByeT Tpebopanusm HJL /

Opinion : APPROVED
3akmwouenue: OJOBPEHO

Prepared by / X ——

[Toaroroeneno: Sarita Sharma

Checked by /

[IpoepeHo: Pravesh Rana

&

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PykoBoauTens: Amit\Kumar

/ —

Reprint Date:
Hara: 17.04.2025

Reprint Date:
Hara: 17.04.2025

Reprint Date:

Jara: 17.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 4 of 10/ Ctp. 4 u3 10

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

Ipoxyxrt: I/IﬁyKJmH®, Ta6JIeTKH, NOKPBITHIE NIeHOYHOH 000104K0ii, 400 Mr + 325 Mr

Market / PoIHOK :Russia / Poccus

Batch No / _ Batch Quantity / ~750000.0 tab /

Cepust N # V2300638 O0bem cepun " 750000.0 Tab

Analytical Repo:‘t No/ - 040002891752 Date of Analysis / - 17.04.2025

AHaJUTHYeCKHid oTueT No JlaTa aHaau3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2030

JaTta npoH3BoaCTBA T'oaeH no

Mfg. License No. / .

TIpomsBoacTBenNas - MNB/05/263 Al . JINI-No(003654)-(PT-RU)
Homep PY

Jgunen3usa Neo

Analysis performed according ND: / Anaun3 nposesen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

6 |Related substances / 0.001% 4-aminophenol (paracetamol impurity) - not more
PoacrBeHHbIEe IpHMeECH than 0.005% /
Method 1/ Metog 1 4-amuuocdeHon (mpuMmech MapaleTamona) He
6onee 0,005 %
Any individual impurity (of ibuprofen or
Method 2 / Metogn 2 0.04% paracetamol) - not more than 0.3% /
JIrobast exuHuuHas npuMmech (UOympodeHa WK
napaieramona) He 6onee 0,3 %
0.04% Total impurities (Method 1+ Method 2) - not more
SEati0 than 0.7% / Cymma npumeceit (Metox 1 + Merton
2) "e 6onee 0,7 %
7 |Water / Bona 1.4 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeyanue: Hpoaykrt cootBeTcTByeT TpeboBaHusam HJJ

/7

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by /
[MTogroroeneHo: Sarita Sharma

Z

IMposepeHo: Pravesh Rana

Approved by: Manager/Executive
/OnobpeHo: Menemxep /
Pyxosomutens: Amit Kumar

e

Reprint Date:
Hata: 17.04.2025

Reprint Date:
Hara: 17.04.2025

Reprint Date: ]
Hara: 17.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 29399, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Kkoad, Badd,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 58166 56031=02

www.drreddys.coim

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page 5 of 10/ Ctp. 5 u3 10

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

Hpongyxr: H6ykaun®, Ta6/1eTKH, NOKPLITHIE MIEHOYHOI 060/10uK0i, 400 Mr + 325 Mr

Market / PbiHOK :Russia / Poccus

Batch No/ . Batch Quantity / ~750000.0 tab /

Cepusi Ne Rl Oobem cepun " 750000.0 Tab

Analytical Rep0ft No/ - 040002891752 Date of Analysis / . 17.04.2025

AHaJUTHYeCKHH oTyeT Ne JaTa anaan3a

Date of Manufacture / - 03/2025 Date of Expiry / . 02/2030

JlaTa npou3Bo/JcTBa T'open go

Mfg. License No. / MA number: /

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

Jguueu3uns Ne -

Analysis performed according ND: / Anann3 nposeaes no HJ/I: JITI-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /

{OxHOpOAHOCTE
J03MpOBaHYs

- ibuprofen / noynpoden

- paracetamol /
napayeTamon

1.8

1.9

Acceptance value (AV) should be not more than
15.0 /Tokaszarens npuemieMoctu (AV) goskeH
ObITE He Gonee 15,0

Acceptance value (AV) should be not more than
15.0 / Iokaszatens npuemieMocTl (AV) 1omkeH
ObITh He Gonee 15,0

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykt coorBeTcTBYET TpeboBanusam HJI f

Opinion : APPROVED
3akawuenne: OJOBPEHO

Prepared by / V

IMoarororneHo: Sarita Sharma

Checked by / [
ITposepeno: Pravesh Rana

Approved by: Manager/Executive
/Onmobpeno: Menemxep /
PykoBoautesns: Amit Kumar

| ==

Reprint Date:
Hara: 17.04.2025

Reprint Date:
Hara: 17.04.2025

Reprint Date: ¥
Hara: 17.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLC004507

www.drreddys.com




Dr.Reddy’s Q3¢

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

|- +81 98166 5500152
Tel : +91 26165 Souul UL

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIN3A

Page 6 of 10/ Cp. 6 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: U6yknun®, Ta6eTku, IOKPHIThIE IIEHOYHOH 060104K0#, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 750000.0 tab /
| Cepust Ne § M0063S O6beM cepun " 750000.0 Tab

Analytical Repourt No/ - 040002891752 Date of Analysis / © 17.04.2025

AHanuTHuyeckHii oTyer Ne JlaTa aHaau3a

Date of Manufacture / - 03/2025 Date of Expiry / - 02/2030

JlaTa mpou3BOJCTBA T'onen no

Mfg. License No. / .

| R — - MNB/05/263 e mumber: / . JITI-Ne(003654)~(PT-RU)

Homep PY
JuIeH3usa Ne -

Analysis performed according ND

2 Aﬂanm_ﬁpOBeueH o HJI: JITI-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /
Mukpobuonsoruyeckas
yucrora*

a) Total aerobic microbial
count / O61yee uucio
a3poOHBIX
MHKPOOpPraHu3MOB

|b) Total combined yeasts
and mould count / Obiiee
YKCJI0 IPOMOKEBBIX H
IJIECHEBBIX IpubOB

¢) E. coli

NA

NA

NA

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in lg / OtcyrcTBue B

1r

Remarks : The Product conforms to ND/

Opinion : APPROVED
3akawuenue: OJOBPEHO

Prepared by / V
IToagroroeneno: Sarita Sharma

Ilpumeyanue: HAponykt coorBeTcTByeT TpeboBaHuaM HJI //
2

Checked by /
[posepeHo: Pravesh Rana

Approved by: Manager/Executive
/On06peHo: Menemxep /
Pylcosom-wem\,: Amit Kumar

Reprint Date:
Hara: 17.04.2025

Reprint Date:
Hara: 17.04.2025

Reprint Date: v
Hara: 17.04.2025

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

CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei : +91 98165 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A

Page 7 of 10/ Cp. 7 u3 10

Product: Ibuclin, film-coated

tablets, 400 mg + 325 mg

Mpopyxr: I*Iﬁyxmm“", Tal/IeTKH, TIOKPbIThIE UIEHOYHO# 06os10uKoii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~750000.0 tab/

Cepust Ne ! V2500638 O0bem cepuu " 750000.0 Tab

Analytical Repovrt No/ . 040002891752 Date of Analysis / - 17.04.2025

AnaIuTHYecKHii oTueT No JlaTa aHaaM3a

Date of Manufacture / - 03/2025 Date of Expiry / . 02/2030

JaTa NpoH3BOACTBA Togen 10

Mfg. License No. / MA number: /

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

annensns Ne

Analysis performed according ND: / Ananus nposeaex no HJI: JITI-Ne(003654)~(PT'-RU)-101123

10 [Assay / KoinuecTBennoe

onpeaesjieHue

394.2 mg/394.2 Mmr

319.55 mg/319.55 mr

360.0 to 440.0 mg of C;3HzO: (ibuprofen) per
tablet /

Ot 360,0 Mr mo 440,0 mr C13H 302 (ubynpoden) B
TabneTke

292.5 to 357.5 mg of CsHoNO, (paracetamol) per
tablet /

0T1292,5 mr g0 357,5 mr CsHgNO» (napaneramon)
B Tabnerke

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [To 10 Tabnetok
B [IBX/Al 6auctep. [o 1 6nuctepy
B Mauyky KapTOHHYK BMeECTe C
MHCTPYKLMEH 110 TPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabneroxk B IIBX/Al 6muctep. Ilo 1, 2 unu 20
6aMCTepOB B MayKy KapTOHHYIO BMECTE ¢
HHCTPYKIMEH 110 IPUMEHEHHUIO.

12 | Labeling / MapxupoBka |According to ND. / B coorserctuu ¢ HJI.
13 | Sturage conditions / Al lemperature not more than 25 °C. /
XpaneHue I1pu Temnepatype He Boime 25 °C.
14 | Shelf life / Cpox 5 years /5 net
TOAHOCTH

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

Remarks : The Product conforms to ND/
TIpumeuanue: [JpoaykT cooTBeTcTBYET TpeboBanuam HI /

Opinion : APPROVED
3akmwouenune: OJJOBPEHO

Prepared by /

IToarotosneHo: Sarita Sharma

Checked by / )
[IpoBepeHo: Pravesh Rana

Approved by: Manager/Executive
/Ono6peHo: Menexep /
Pyxopoputens: Amit Kumar

-

.J\ -

Reprint Date:
Hara: 17.04.2025

Reprint Date:
Hara: 17.04.2025

Reprint Date: |
Jata: 17.04.2025

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

CIN: L85195AP1984PLC004507
www.drreddys.com




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

[ T
Dr. Reddy’s ‘.o. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-62
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHDOHUKAT AHAJIU3A
Page 8 of 10 / Cp. 8 u3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoaykr: M6ykaun®, Ta6,1eTKH, NOKPBITHIE INIEHOYHO# 060/10uK0#, 400 Mr + 325 Mr
Market / PolHOK :Russia / Poccust
Batch No / _ Batch Quantity / _750000.0 tab /
Cepust Ne ? V2500638 O6beM cepuu " 750000.0 Tab
Analytical Rep0ft No/ - 040002891752 Date of Analysis / . 17.04.2025
AHaTATHYECKHI oTUeT No JlaTa aHa/u3a
Date of Manufacture / . 03/2025 Date of Expiry / - 02/2030
JlaTa mpon3BOACTBA I'onen 1o
Mfg. License No. / MA number: /
IIpousBoncTBeHHAs : MNB/05/263 ’ . JIII-Ne(003654)-(PI'-RU)
Homep PY

JuneH3ns Ne
Analysis performed according ND: / Ananus nposejen mo HJI: JIIT-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.

[Mpumeuanue: CChUIKH B HOPMATHBHOM JOKYMEHTAUMHK NpuBesieHsbl Ha 'O PO XIV.

* [TpOBOAUTCS NPOM3BOMMTENEM MTPH BBIIYCKe EPHOAMUECKH: AN Kaxkoi 20-0i cepun Ui He MeHee 1 pa3a B
roz. IToka3zaTenp MOXET ObITh HE BKITFOYEH B cepTH(HKAT aHa13a QUPMEL.

API name / HaumenoBanue AD®C: Ibuprofen / U6ynpoden Paracetamol / [lapameramon
INN/MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
2 S e R U PIBM240221, PIBM240222 APAP/24081244

Howmep cepun npoussogutenst ADC:
FP Manufacturer API Batch number /

Homep cepuu cyOCTAHINHH IPOM3BOAHTEIIS FERA00741, FERA00742 FERA00704
rJid:
Solara Active Pharma Sciences
API Manufactured by & country / Limited, India / Conapa DxTus Granules India Limited, India /
IIpousBoautens APC, cTpana: ®apma Caitencus Jlumuren, I'panynec Unnus Jlumuren, Uuaus
Wunus
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Jpoaykr coorBercTByeT Tpebosanmsam HJL 3akmoyenne: OJOBPEHO
Prepared by / /& — Checked by / L Approved by: Manager/Executive
[ToaroTorneHo: Sarita Sharma [Ipoeepeno: Pravesh Rana /Ono6peno: Menemxep /

PykoBoauTenb: A‘Qm Kumar

Reprint Date Reprint Nater Reprint Date:
Hara: 17.04.2025 Jara: 17.04.2025 Jlata: 17.04.2025

Registered Office: 8-2-337, Road No. 3, Bznjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




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

®e
Dl‘. Reddy,s ‘_... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Page 9 of 10/ Cp. 9 u3 10

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

Ilpoaykr: H6ykann®, TabaeTkH, NOKpPBIThIE IIEHOYHOH 060104KOi, 400 Mr + 325 Mr
Market / PoiHok :Russia / Poccus
Batch No / _ Batch Quantity / _ 750000.0 tab /
Cepust Ne  V25006as O6beM cepuH " 750000.0 Ta6
Analytical Repoz‘t No/ . 040002891752 Date of Analysis / - 17.04.2025
AHaauTH4YeCKHil oTyeT Ne Jata ananusa
Date of Manufacture / - 03/2025 Date of Expiry / - 02/2030
JaTa Npou3BOACTBA I'ogen go
Mfg. License No. / MA number: /
IIpou3BoAcTBEHHAA : MNB/05/263 ) . JIII-Ne(003654)-(PI'-RU)

Homep PY

| THueH3us Ne

Analysis performed according ND: / Anasnn3 nposeaed no HI: JITI-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) /

HaumeHoBaHHe, aapec, JIHIEH3IHS 1)1 I-p Pennu’c Jlabopatopuc JIta., Maaus, [IpoussoacTeeHHoe
HpousBoacTBeHHas muomaaka / Ilnomaaka noapasaenenue-6, Bunn. Kxons, Hanarapx Poyn, banau, J{ucTpukT
KOHTPOJIsI KayecTBa / Ilnoiagka BeINycKa Conan, X.I1, 173205, Uaaus (uuensus 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».

3aKJII04eHHe 0 COOTRETCTRUN: «HacToamum s MOITREPKIAK, UTO MPHURE/IGHHAA RhIINe WHAOPMALNA ABJIACTCH
JIOCTOBEPHON M TOYHOMN. DTa Cepus MPOAYKLHMH NPOU3BeleHa (BKIIOYAsA yNakoBKy (MapKMpOBKY) M KOHTPOJB
KayecTBa) Ha BHIIIEYKA3aHHOW MpPOM3BOJACTBEHHON Tmomaake (MOIaAKax) B NOJHOM COOTBETCTBHU C
Tpe6GoBanuaMu [IpaBun Haanexaieli Ipou3BOACTBEHHOM NpakTuku EBpasuiickoro skoHomuyeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTa6pst 2022) 1 TpeOGOBaHUAMYU KOHTPOIISt KAY€CTBA JIEKAPCTBCHHBIX CPEACTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: JJpoayxr cootBeTcTBYeT TpeboBanuam HJI / 3axmoyenue: OIOGPEHO
Prepared by / /& Checked by / Z Approved by: Manager/Executive
[Togrorosneno: Sarita Sharma [TpoeepeHo: Pravesh Rana /Ono6peHo: Menemxep /
PyKOBOl{I/ITCHbF: Amit Kumar

I\
Reprinl Dale: Repriut Dale: Reprint Date: {
Jara: 17.04.2025 Jara: 17.04.2025 Jara: 17.04.2025
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 10 of 10/ CTp. 10 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Iponyxr: H6ykaun®, Ta6JaeTKH, HOKPBITHIE MJIEHOYHOH 0060,104K0#, 400 Mr + 325 Mr
Market / PbiHok :Russia / Poccus
Batch No / . Batch Quantity / ~750000.0 tab /
Cepus N t V2500688 Oobem cepun " 750000.0 Tab
Analytical Repourt No / - 040002891752 Date of Analysis / . 17.04.2025
AHANUTHYECKHH oTyeT No Jara anayinza
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2030
JlaTa nIpoH3BOACTBA T'open oo
Mfg. License No. / )
T —p—— - MNB/05/263 SRR e . JIT-Ne(003654)-(PT-RU)
Homep PY
| IHIeH3HA Ne B
Analysis performed according ND: / Ananu3 nposeged mo HJT: JITT-Ne(003654)-(PI'-RU)-101123

a TaKKe B COOTBETCTBHM CO cnelUPUKalUiIMH, COAEPKALUMMHUCA B PErHCTPALIMOHHOM JI0Che CTPaHbI-UMNOpTepa.
3anucy 110 IPOU3BOACTBY, YIIAKOBKE M aHAJIM3Y IPOBEPEHEI, U YCTAHOBIIEHO HX COOTBETCTBUE TpeOoBaHuUM [ IpaBun
HazJexKalei Npou3BOICTBEHHOM NMpakTUKK EBpasHicKOro 3KOHOMHUYECKOT0 COH03a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: [JponykT cootsercTByeT TpeboBanusM HII / 3axmoyenne: OIOBPEHO
Prepared by / X/ Checked by / Z Approved by: Manager/Executive
[Toarotosneno: Sarita Sharma [poBepeHo: Pravesh Rana /Ono6peHo: Menemxep /

PykoBoaurens: }{mit Kumar
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