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Dr. Reddy's Laboratories Ltd.

Ferrnulation Unit-6

Vill, Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page 1 0f 10/ Crp. 1 3 10

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

Ilpoaykr: N6ykann®, TabneTKH, NIOKPbITHIE NJIEHOYHOH 0605104KOil, 400 Mr + 325 mr

IlpouszBoacTBeHHAS : MNB/05/263
auues3uqa Ne

Market / PoiHok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepns Ne HNVEIE O6bem cepuu " 800000.0 Tab
Analytical Repog‘t No/ . 040002811020 Date of Analysis / . 24.02.2025
AHATUTHYECKHIH 0TYeT Ne JlaTa anajm3a

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029
JlaTa mpon3BoJCTBA Topen mo

Mfg. License No. / MA number: /

Homep PY : JIII-Ne(003654)-(PI'-RU)

Analysis performed according ND: / Anaans nposeaex no HJI: JIH-N9(003654)-(PF-RU)-10_1 123

the cross-section. / TabneTku

Ha MOMEPETHOM paspese — SAPO
6eJloro LBeTa.

No |Test/ IlokazaTesb Results/ PesyabTathl Specification / Hopma
Appearance / Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
1 |Onuncanue one-side scored tablets; white core at |scored tablets; white or off-white core at the

cross-section. / TabneTku kancynoBuIHON

KarncyJoBHOHOU GOPMBI, IOKPHITHIE | (DOPMBIL, TOKPBITEIE MNIEHOYHOH 000/10UKOH
IIEHOYHOM 060T0UKON OpaHXKEBOTO |OpPaHKEBOro LBETA, C PHCKOH HA OJIHO# CTOpOHE
1IBETA, C PUCKOI HAa OAHO CTOPOHE; |Ha ITONEPEUHOM paspese — AApo OeNoro Uy

nouTu OeJioro 1BeTa.

b

Remarks : The Product conforms to ND/
IIpumeyanue: [Tponykrt cootBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

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

[Toaroroeneno: Santosh Kumar | [Iposepeno: Pardeep Kumar /OnobpeHo: Menexifep /

Maurya / f PykoBoautens: Ablishek fhauhan
—~ (:}"J"‘_ . / y,

Reprint Date: Reprint Date: Reprint Date: - '

Jara: 24.02.2025 Jlara: 24.02.2025 Hara: 24.02.2025

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: L85195A4P1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘,‘o

Dr. Reddy's Laboratories Ltd.

Forrnulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel ; +S1 68166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A.

Page 2 of 10/ Ctp. 2 u3 10

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

Ipoaykr: U6ykianu®, Ta6erkn, moKphITHIE MIEHOYHOH 0601049K0ii, 400 Mr + 325 mMr
1ipony ) P

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepns Ne # V2500243 O61bem cepuu " 800000.0 Tab

Analytical Repourt No/ . 040002811020 Date of Analysis / . 24.02.2025

AHANHTHYECKHI oTHeT No JlaTa ananu3a

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

Jata npou3BoACTBa I'open po

Mfg. License No. / MA number: /

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

JinneH3us Ne -

Analysis performed according ND: / Ananu3s nposeaen no HJI: JIII-Ne(003654)-(PT-RU)-101123

Complies as prescribed/
CoOTBETCTBYET

2 [Identification /
IMoaaHHHOCTD

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 ynepKuBaHHs OCHOBHBIX IHKOB Ha
XpOMaTorpaMMe HCIBITYEMOTO PacTBOPa NOJIKHBI
COOTBETCTBOBATh BPEMEHAM YAEPKUBAHHUS [THKOB
Ha XpoMmarorpaMMme pacTBOpa CTaHIAPTHBIX
obpasiloB HOynpodeHa U napaueramona (pazaen
«KosmuecTBeHHOE ONpeaesIeHIE»)

3 |Average tablets weight / 967.2 mg/967.2 Mr

Cpenusisi Macca Tabj1eTOK

940.9 mg to 999.1 mg
(970.0 mg+ 3.0 %) /

Or 940,9 Mr hi(e)
(970,0 Mr + 3,0 %)

999,1 MTI

4 |Disintegration / 09 min 34 sec / 09 muH 34 cex

Pacnagaemocts

Not more than 30 min /
He 6onee 30 Mun

Remarks : The Product conforms to ND/
Ilpumeuyanue: ITpoaykr coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
Zakawuenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Mangger/Executive

IToxrotopneno: Santosh Kumar | [Iposepeno: Pardeep Kumar | /Omo6peno: Menefikep /

Maurya & p Pyxososutens: ARhishek ({'.hauhau
o ——

Reprint Date: Reprint Date: Reprint Date:

Hara: 24.02.2025 Hata: 24.02.2025 Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195A4P1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
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Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 3 of 10/ Crp. 3 u3 10

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

Ipoayxr: Moykaun®, Ta6neTKH, MOKPHITHIE IJIEHOUYHOH 060/104K0ii, 400 Mr + 325 mr
| 11pon M p

IIpousBoacTBeHHAs : MNB/05/263
JuneH3us Ne

Market / PeIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /
Cepust Ne 8 V200250 O6bem cepun " 800000.0 Tab
Analytical Rep03't No/ - 040002811020 Date of Analysis / . 94.02.2025
AHaJHTHUYECKHIt oTYeT No JlaTa anaau3a

Date of Manufacture / . 01/2025 Date of Expiry / - 12/2029

JlaTa npou3BoACTBA T'onen no

Mfg. License No. / MA number: /

Homep PY : JI-Ne(003654)-(PI'-RU)

Analysis performed according ND: / Anaan3 nposegen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

5 |Dissolution /

PacTBOpenne
102% to 104 %

98 % to 103 %

Not less than 70% (Q) of Ci3H 1302 (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3His02 (ubynpoden) uepes
30 muH

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

He menee 70 % (Q) CsHoNO: (mapaueramon)
uepes3 30 MUH

Remarks : The Product conforms to ND/
IIpumeuanne: [Tpoaykt coorBeTcTBYeET Tpebopanusm HJL

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by /

Hoarorosneno: Santosh Kumar | I[TposepeHo: Pardeep Kumar | /Ono6peno: Menemigep /

Approved by: Managgr/Executive

Maurya :/) f Pyxosomutens: Abhfshek/Chauhan
7 = — (

Reprint Date: Reprint Date: Reprint Date:

Hara: 24.02.2025 Jara: 24.02.2025 Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L851954P1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":

Dr. Reddy's Laboratories Ltd.

Forrnulation Unit-6
Vitl. Kho!, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Page 4 of 10/ CTp. 4 u3 10

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

HpoayxTt: H6yknnn®, Ta6eTKH, NOKPLITHIE MIIEHOYHO#H 060.104K0ii, 400 Mr + 325 mMr

IlpousBoacTBEHHaA : MNB/05/263
JuneH3us Ne

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepnst Ne s V220028 O6bem cepun " 800000.0 Tab
Analytical Report No/ - 040002811020 Date of Analysis / . 94.02.2025
AHaJHTHYECKHI oTyeT Nt JlaTa aHamu3a

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029
JaTa npou3BOACTBA T'onen o

Mfg. License No. / MA number: /

Homep PY : JIII-Ne(003654)-(PI'-RU)

Analysis performed according ND: / Ananu3 npOBeueﬁo HJI: JITI-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.0004%
PoacTrBeHHbBIE IPUMECH
Method 1/ Metop 1

Method 2 / Meroxn 2 0.03%

0.03%

4-aminophenol (paracetamol impurity) - not more
than 0.005% /
4-amuHogeHon (mpuMech MnapaneraMosna) He
6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) - not more than 0.3% /

Jiobas equHMyHas npuMech (MOynpodeHa uiH
napateramona) He 6onee 0,3 %

Total impurities (Method 1+ Method 2) - not more
than 0.7% / CymMma npumeceit (Meron 1 + Meton
2) He 6onee 0,7 %

7 |Water / Boga 1.4 %

Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt cootBeTcTByeT TpeboBanusm HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by /

[Moarorosneno: Santosh Kumar | [Ipoeepeno: Pardeep Kumar | /Onobpeno: Menemgxep /

Approved by: Manager/Executive

Maurya (X J Pykosoautens: Abhishek ffhauhan
Reprint Date: Reprint Date: Reprint Date: -
Jlata: 24.02.2025 Jara: 24.02.2025 Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tei : +51 93166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Page 5 of 10/ Cp. 5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IIpoaykT: H6ykaun®, Tab1eTKH, IOKPBITHIE JIEH0YHOi 000J104K0ii, 400 mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne : V2500243 O6bem cepun " 800000.0 Tab

Analytical Repo:‘t No/ - 040002811020 Date of Analysis / . 24.02.2025

AHaJUTHYECKHIH oTueT No Jara ananuza

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

Jata npou3BoACTBA T'ogen g0

Mfg. License No. / MA number: /

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

Junensaa Ne

Analysis performed according ND

: / Auanu3s nposejen mo HJL: JITI-Ne(003654)-(PT'-RU)-101123

8 |Uniformity of dosage
units /

OnHOPOOHOCTD

| 1o31poBaHHSA

|- ibuprofen / ubynpoden

- paracetamol /

1.0

0.9

Acceptance value (AV) should be not more than
15.0 /Iloka3zaTens mpuemMieMocTd (AV) JoJDKeH
ObITh He 6onee 15,0

Acceptance value (AV) should be not more than
15.0 / IToka3arens npuemieMocTi (AV) nomkeH

rnapaneramMon

OBITH He 6onee 15,0

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBercTByeT TpeboBanusam HJL

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
[MToarorosneno: Santosh Kgﬂmr
Maurya (/%

——

Checked by /
[IpoeepeHo: Pardeep Kumar
f

al —

S

Approved by: M
/Onobpeno: Menefukep / |
Pykosoautens: Abhishelf Chauhan

Reprint Date:
Hara: 24.02.2025

Reprint Date:
Jara: 24.02.2025

Reprint Date:
Harta: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys com

CIN: L85195A4P1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 6 of 10/ Ctp. 6 13 10

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

IIpoayKT: I/IﬁylcnnH@, Ta0JIeTKH, MOKPLIThIE JIeHOYHO#H 000104K0H, 400 Mr -+ 325 Mr

Jguned3us Ne

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / - 800000.0 tab /

Cepus No e \AS0ee O0beM cepuu " 800000.0 Tab

Analytical Repog‘t No/ . 040002811020 Date of Analysis / . 24.02.2025
AHAJHTHYECKHH oTueT N2 HaTa aHainza

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

JaTa npou3BoacTBa I'open g0

Mfg. License No. / MA number: /

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

Analysis performed according ND: / AHann3 n[ﬁeueﬂ mo HJI: JITI-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /
Muxkpo0OuoJioru4yeckas
yncrora®
a) Total aerobic microbial
count / Ob1uee yucno
a3pobHBIX
MUKpPOOPraHU3MOB

NA

b) Total combined yeasts NA
and mould count / Ob1ee
YUCNO JPOMOKEBBIX H
TJIECHEBBIX IPUbOB

c) E. coli NA

Shall
1r

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

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

be absent in

lg / OrcytcTBHE

B

Remarks : The Product conforms to ND/
IIpumeuanme: [IpoaykT cooTBeTcTBYET TpeboBanusam HJJ

Opinion : APPROVED
3akawouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manhger/Executive

[Tonrorosneno: Santosh Kumar | [Ipoeepeno: Pardeep Kumar /Opo6peno: Mene ik

Maurya @A , Pyxosonutens: Alhishek fhauhan
r ‘:__‘__4*.’_'_ - = \ "y

Reprint Date: Reprint Date: Reprint Date:

Hara: 24.02.2025 Jara; 24.02.2025 Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangara, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiN: L85195AP1984PLC0O04507
www.drreddys.com




‘.o Dr. Reddy's Laboratories Ltd.

’ °® Formulation Unit-6

Dr. Reddy s '. Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A

Page 7 of 10/ Cp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: Hoykaun®, Ta6/1eTkH, NOKPBITHIE IIEHOUHO 060104Ko0#, 400 mMr + 325 mr

Market / PeIHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne 8 V2500248 O0bem cepun " 800000.0 Tab

Analytical RepOft No/ - 040002811020 Date of Analysis / - 24.02.2025

AHaIMTHYECKHI oTueT No JlaTa ananusa |

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029

JlaTa mpou3BOACTBA I'onen no

Mfg. License No. / MA number: /

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

anneH3nsg Ne |

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

10 |Assay / KonnuecTBeHHOE 360.0 to 440.0 mg of C;3HsO: (ibuprofen) per
lompeaeeHne tablet /

[ 405.5 mg / 405.5 mr Ot 360,0 mr o 440,0 mr C13H130: (ubynpoden) B
TabneTie

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

327.71 mg /327.71 mr 0Ot1292,5 mr 1o 357,5 mr CsHoNO» (mapaueramon)
B TabneTke

11 | Package / Ynakoska 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. / Ilo 10
leaflet in a carton. / ITo 10 Tabnerox |tabnerox B IIBX/Al 6muctep. Ilo 1, 2 unu 20
B [IBX/Al 6muctep. Ilo 1 6nucrepy |OnucrepoB B Nauky KapTOHHYIO BMECTE C
B NayKy KapTOHHYIO BMECTE€ C |HHCTPYKLMEH 1O [IPUMEHEHHUIO.

MHCTPYKLMEH 110 IPUMEHEHHIO.

12 | Labeling / MapkupoBka |According to ND. / B cootBercTBuu ¢ HII.

13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Ilpu Temnepatype He Bhile 25 °C.

14 | Shelf life / Cpok 5 years /S ner
rOJHOCTH

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [TpoaykT cootBeTcTBYeT TpebGoBanmsiM HJT 3akmovenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarororneHo: Santosh Ku_?ar [Tporepeno: Pardeep Kumar | /Omobpeno: MeHe_-"' aep /

Maurya (B Q,qu PykoBoautens: A hishelyChauhan
Reprint Date: Reprint Date: Reprint Date: '

Hara: 24.02.2025 Hara: 24.02.2025 Jara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr.Reddy'’s “.

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei : +91 68166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIN3A

Page 8 of 10/ Crp. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: U6ykann®, Ta6neTku, IOKpHITHIE MIEHO4HOH 060,104K0ii, 400 Mr + 325 mr

Market / PpiHOK :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab/

Cepus Ne s MEatess O6bem cepuu " 800000.0 Tab

Analytical Repog‘t No/ - 040002811020 Date of Analysis / - 94.02.2025

AHaJuTHYecKHi oTueT No JlaTa aHa/M3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2029

Jata npou3BojcTBA T'open no

Mfg. License No. / MA number: /

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

JHIeH3us Ne

_Analysis performed according ND: / Ananns npoeejien nmo HJI: J_IH-NE(003654)~(PF-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.

INpumeuanue: CChUIKK B HOpMATUBHOM JOKyMEHTalyy npuBencHsl Ha '@ PO XIV.

* TIpoBOAMTCS MPOM3BOAUTENEM MPH BHIYCKE NEPHOJUUECKHU: ANs KaxkaoH 20-0i cepuy WM He MeHee | pa3a B
roz. ITokaszaTens MOXKET OBITH HE BKIIOYEH B CepTUGUKAT aHaNM3a GUPMBL.

API name / HanmenoBanne A®C: Ibuprofen / M6ynpoden Paracetamol / I1apauetamon
INN / MHH: Ibuprofen / Ubynipoden Paracetamol / [Tapaneramon
API manufacturer batch number / PIBM240211 APAP/24091296
Homep cepun npouspoauteass APC:
FP Manufacturer API Batch number /

FERAQ0683 FERAO00540

Homep cepun cydcTaHIMH NPOU3BOAHTEISH
rJld:

API Manufactured by & country/
Ilpoussoaurtear ADC, ctpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTHB
®apma Caitencus Jlumuren,
Wunus

Granules India Limited, India /
I'panynec Mugus Jlumuren, Muaus

Remarks : The Product conforms to ND/

IIpumeuanue: [IponykT cooTBeTcTBYET TpeboBaHmsM HJL

Opinion : APPROVED
3akaouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Managgr/Executive

[Moarorosneno: Santosh Kumar | Ilpoeepeno: Pardeep Kumar /Ono6peno: Menemigep /

Maurya 52 PykoBozuteis: Ablfshek ¢hauhan
! P of/,/ £ - F I

Reprint Date: Reprint Date: Reprint Date: |

Hata: 24.02.2025 Jlata: 24.02.2025 JlaTa: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
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’ °® Formulation Unit-6

Dr' Reddy s " Viil. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 9 of 10/ Cp. 9 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponyxr: Moyknnn®, TabiieTKH, IOKPHITHIE IIEHOYHOH 060,109K0i, 400 Mr + 325 mr
Market / Ppinok :Russia / Poccust
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepus Ne : V2500248 O6bem cepun " 800000.0 Tab
Analytical RepOft No/ - 040002811020 Date of Analysis / . 24.02.2025
AHanuTHYecKHi oT4yeT No JlaTa anaam3a
Date of Manufacture / . 01/2025 Date of Expiry / - 12/2029
JaTa npou3BoaACTBa T'ogen go
Mfg. License No. / MA number: /
IIponsBoacTBenHast : MNB/05/263 ) : JITI-Ne(003654)-(PI'-RU)
Homep PY
Junen3ns Ne - - N
Analysis performed according ND: / Ananu3 nposenen mo HJI: JIII-Ne(003654)-(PT-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, afpec, JHUEH3HA 1A H-p Pennw’c Jlabopatopuc JIta., Muaus, ITponssoacTBeHHOE
Hpouspoacreennas nmiomanka / Ilnomanka nojpasaeneuue-6, Bunn. Kxons, Hanarapx Poyn, bagau, J{ucTpukT
KoHTpOoJa KadecTBa / [Inomaaka Beimycka Conan, X.I1., 173205, Muaus (nuuensus nomep 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».

3akaro4eHde 0 COOTBeTCTBHM: «HacTosUM 51 MOATBEPXK/alo, YTO MpPUBEJIcHHas BbIlIe HHPOPMALU ABISIETCSA
JOCTOBEPHOM M TOYHOH. DTa cepus HPOAYKLMM NpOU3BeAeHa (BKJIOYas YNaKOBKY (MapKMpPOBKY) M KOHTpPOJIb
KauecTBa) Ha BBHIIICYKAa3aHHOW TNPOM3BOJACTBEHHOHW IUIOMaAKe (TUIOLIAAKAX) B TOJHOM COOTBETCTBHUM C
TpeGoBanuaMH [IpaByi Haulekalei MpOU3BOACTBEHHOM NpakTHk EBpasuiickoro skoHoMuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents16ps 2022) u TpeOOBaHUAMH KOHTPOJIA Ka4E€CTBA JIEKAPCTBEHHEIX CPEICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanue: [Tpoaykr coorBercTByeT TpeboBanusam HI 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Moxrorosneno: Santosh Kumar | IIpoepeno: Pardeep Kumar /OnobpeHo: Menepxep /

Maurya @\ Qf// Pykosopgutenb: Alfhishek f.hauhan
Reprint Date: Reprint Date: Reprint Date: '
Harta: 24.02.2025 Hara: 24.02.2025 Hata: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




® Dr. Reddy's Laboratories Ltd.

‘.

, : Forrnulation Unit-6

Dr. Reddy s ’. Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 56166 56G001-02
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A
Page 10 of 10/ CTp. 10 u3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: Moykann®, TaG1eTKH, HOKPHIThIE MJIEHOYHOI 060/104K0#H, 400 Mr + 325 Mr
Market / PpIHOK :Russia / Poccus
Batch No / ) Batch Quantity / ~800000.0 tab /
Cepust Ne V2500243 O6bem cepuu " 800000.0 Tab
Analytical Repourt No/ - 040002811020 Date of Analysis / . 94.02.2025
ApaauTHyecKuH oTueT No Jarta aHaausa
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029
HJaTa npou3BoacTBa I'onen oo
Mfg. License No. / MA number: /
IIpounsBoagcTBEHHAS : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY
JHneHsus Ne |
Analysis performed according ND: / Ananns npoeened no HJI: JIII-Ne(003654)~(PT-RU)-101123

a TaKXX€ B COOTBCTCTBHUH CO CHCI_IH(l)I/IKaLlI/IﬂMI/I, COZCpKALMUMHUCA B PErMCTPallHOHHOM JOCHE CTPpAHBI-UMIIOPTEPA.
3amucy no NpOHU3BOJCTBY, YIIAKOBKE K aHAJIN3Y NPOBEPEHBL, U YCTAHOBJICHO UX COOTBETCTBHE Tpe6OBaHI/IﬂM HpaBym
HaJJiexxaueit l'lpOHSBO,Z[CTBeHHOﬁ NpaKTHKH EBpasuﬁcxoro 3KOHOMHYECKOTO COHO3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
Npumeuanne: [Tpoaykt cootBercTByeT TpeboBaHuam HJI 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToarotosneno: Santosh Kumar | Ilposepeno: Pardeep Kumar | /Omo6peno: Menemafep /

Maurya o PyKOBOAUTEE: Ab]ﬂi shek_-khauhan
Reprint Date: Reprint Date: Reprint Date:

Hara: 24.02.2025 Hara: 24.02.2025 Hara: 24.02.2025

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