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 56001-02
vwwpasdrreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 1 of 10/ Ctp. 1 13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ilpoaykr: M6yxaun®, TabieTkH, NOKPHITHIE IIIEHOYHOi 060109K0#, 400 Mr + 325 Mr

Market / PbiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepns Ne : V2402650 O6bem cepun " 800000.0 Tab

Analytical Report No/ . 040002761077 Date of Analysis / . 91.12.2024

AHaJIMTHYeCKHH oTueT Ne JaTa anaauza

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JlaTa npou3BOACTBA I'ogen 1o

Mfg. License No. / MA number: /

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

Jaunensus Ne

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

Ne |Test/ ITokasarennb

|Results/ Pe3ynbTaThl

Specification / Hopma

Appearance /
1 [Onncanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KancynoBuAHOH GopmBbl, MOKPEITEIE
IUICHOUHOH 000JIOUKOI OpaHXXeBOro
L[BETA, C PUCKOH Ha OJHOH CTOPOHE;
Ha MOMEPEYHOM pa3pese — AApo
OeJoro UBera.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku kancyaoBUaHOR
(&opMBIL, MOKPBITHIE IIEHOYHOH 06010uKOi
OpaHXeBOTO 1IBETA, C PUCKOH Ha OJHO CTOPOHE;
Ha MOTMepEeYHOM paszpese — apo Oenoro win
no4TH 6eJI0ro 1BETA.

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipogykt cootBeTcTBYeT TpeboBanusam HJT

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Prepared by / Checked by /
IMoarorosneno: Ambresh Kumar

Maurya

[TpoBepeHo: Santc;zh Kumar

Approved by: Manager/Executive
/Opo6peHo: Menemxep /
PykoBoautens: Pavan/Kumar Sharm

- 1|_h =

Reprint Date:
Jata: 21.12.2024

Reprint Date:
Hara: 21.12.2024

Reprint Date: —

Jara: 21.12.2024

Registered Office: 8-2-337, Road Ne. 3, Banjara Hilis, Hygerabad - 500034, Telangana, India
Tel: +61 40 2960 2900, Fay: +491 40 4900 299G, Erail: maii@drreddys.com
CIN: L85125AP198IPLCO04507

wwwydrreddys

.com




Dr.Reddy’s Q,?"

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 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
Mpoaykr: Hoykmnun®, Tadaerku, NOKPHIThIE IUIEHOUHOI 060/104K0ii, 400 Mr + 325 mr

Market / PeIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne V2302687 O6bem cepuu " 800000.0 Tab

Analytical Report No/ - 040002761077 Date of Analysis / - 21.12.2024

Ananutnyeckui oTyer Ne JlaTa aHam3a

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029

Jdara npousBoacTsa TI'oneH 1o

Mfg. License No. / MA number: /

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

Junen3ns Ne

Analysis performed according ND: / Ananu3 nposeaer no HJL: JIII-Ne(003654)-(PT-RU)-101123

2 |Identification /
IlognuEHOCTD

Complics as prescribed/
CoOTBETCTBYET

The rctention 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 ynepXuBaHMS OCHOBHBIX MHKOB Ha
XpoMaTorpaMme UCIBITYEMOTr0 PacTBOpPa A0JDKHbBL
COOTBETCTBOBATH BpEMEHAM YIEPXKHBAHHS ITHKOB
Ha XpoMarorpaMme pacTBopa CTaHIAPTHBIX
o6pasiioB ubymnpodeHa W napaueTamona (pasneln
«KonnuecTBeHHOE ONpeJeNIeHUE)

3 |Average tablets weight / 970.7 mg / 970.7 mr

Cpenusas macca TabieTok

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

mg

bifo) 999,1 Mmr

4 |Disintegration / 07 min 45 sec/ 07 MuH 45 cex

Pacnapaemocthb

Not more than 30 min /
He 6onee 30 Mmun

Remarks : The Product conforms to ND/
Ipumeuanune: [IpoaykT cooTBercTBYET TpeboBaHuaMm HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by /

[Tposepeno: Santosh Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /

IToarorosieHo: Ambrei‘gK;mar
6 3 Maurya @_\ Pyxoroautens: Pavan I,i_‘;;umar Sharma
ol g0 —=
Reprint Date: Reprint Date: Reprint Date: -

Hara: 21.12.2024 Hata: 21.12.2024

Hata: 21.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyaerabad - 500034, Telangana, India
Tel: +51 431960 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L35195AP1984PLCON4507

wwy s drreddys.com




Dr.Reddy’s Q;‘.

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

Vill. Khol, Naiagarh Road, Baddi,

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

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

cean vrmededy -
wwrw. drreddys.com

il eLeUi

Page 3 of 10/ Cp. 3 u3 10

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

Hponyxkr: M6ykann®, Tab1eTKH, IOKPHLITHIE IUIEHOYHOH 060104K0ii, 400 Mr + 325 Mr

JHIeH3nda Ne

Market / PbIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepus Ne UEEEeE2 O6beM cepuu * 800000.0 Tab

Analytical Repourt No/ - 040002761077 Date of Analysis / . 91.12.2024
AnanuTHYyeckuii oTyer No JlaTa aHaJM3a

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029

JaTa npousBogcTBa T'ogen no

Mfg. License No. / MA number: /

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

Analysis performed according ND: / Ananus npogeaes mo HJI: JIII-Ne(003654)-(PT-RU)-101123

5 |Dissolution /

PacTBOpenne
101 % to 102 %

100 % to 101 %

30 muH

Not less than 70% (Q) of CisllisO, (ibuprofen)
after 30 min/
He menee 70 % (Q) Ci3HisO» (ubynpoden) uepes

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/
Ipumeuanue: [ponykT cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axknouenne: OJOBPEHO

Prepared by / Checked by /
[Moarotrosneno: Ambresh Kumar

[TpoBepeHo: Santosh Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /

Hara: 21.12.2024 Hata: 21.12.2024

gl Maurya PykoBonurens: Pavan Knmar Sharma
Reprint Date: Reprint Date: Reprint Date: =

Jara: 21.12.2024

Registered Office: 8-2-337, Road Me. 2, Banjara Hills, Ryaarabad - 500034, Telangana, India

Jel: +61 40 2900 2900, F

91 40 4900 2299, Ernail: maii@drreddys.com

CIN: L35 195AP19GIPLCDNA507

wivvydireddys

.Com




Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel:+91 98166 56001-02
vwww.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Page 4 of 10/ Ctp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: H6ykaun®, TabieTkH, MOKPBITHIE IIeHOYHOI 060s10uK0i, 400 Mr + 325 Mr

Market / PpiHok :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepus Ne V2402689 O6bem cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002761077 Date of Analysis / . 21.12.2024

AHanuTHYecKU# oTueT No JlaTa anaju3a

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029

JlaTa npou3BoacTBa I'ogen no

Mfg. License No. / MA number: /

IlpousBoacTBeHHasi : MNB/05/263 ) : JII-Ne(003654)-(PI'-RU)
Homep PY

JiuneH3us Ne

Analysis performed according ND: / Ananu3 nposeaer mo H/: JITI-Ne(003654)-(PT'-RU)-101123

6 |Related substances / 0.0002%
PoacTBennble npuMecH
Method 1/ Metog 1

|

4-aminophenol (paracetamol impurity) - not more
than 0.005% /

4-ampHOGeHON (IpUMeck [apaleTamona) He
oouee 0,005 %

Method 2 / Meton 2 Any individual impurity (of ibuprofen or
Below BDL / Hixe nopora paracetamol) - not more than 0.3% /

perucTpali Jiobas eauHHuHas npuMech (MOympodeHa Wi

napateramona) He 6onee 0,3 %
0.0002% Total impurities (Method 1+ Method 2) - not more
) N than 0.7% / Cymma npumeceii (Mertog 1 + Meroz

2) e 6oxee 0,7 %
7 'Water / Boaa 1.3% Not more than 5.0% /

He 6outee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYET Tpeboranusm HJI

Opinion : APPROVED
3axaouenue: OJOBPEHO

Prepared by / Checked by /

IMoarorosneHo: AmbrﬁK/umar

[TposepeHo: Santosh Kumar
Maurya @

Approved by: Manager/Executive

/Ono6peHo: Menemxep /

Pykoeoaurens: Pavan Kumar Sharma
=

Reprint Date:
Jara: 21.12.2024

Reprint Date:
Hara: 21.12.2024

Reprint Date:
JaTta: 21.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyaerabad - 500034, Telangans, India
Tel: +61 40 49050 2900, Fax: +41 40 4900 2999, Ernail: maii@drreddys.com
CING L85195AP1984PLCHNAS07

wayvdrreddys.com




Dr.Reddy’s “:"

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tol: +91 98166 56001-02

vann drreddys com

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

Page 5 of 10/ Ctp. 5 13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Tpoayxr: U6ykaun®, Ta61eTKH, IOKPLITHIE ILIEHOUHOH 000.104K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne i O6bem cepHH " 800000.0 Tab

Analytical Repovrt No/ - 040002761077 Date of Analysis / - 21.12.2024

AHajMTHYECKHH oT4eT Ne JlaTa anajau3za

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JaTta npouseoacTrsa I'open no

Mfg. License No. / MA number: /

Ilpou3BoACTBEHHAsA : MNB/05/263 : . JITI-Ne(003654)-(PI'-RU)
Howmep PY

JuueH3ns Ne

Analysis performed according ND: / Auaju3 npoBegen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage
units /

OaHOpPOIHOCTh
JIO3UPOBaHUS

- ibuprofen / u6ynpoden

- paracetamol /
napaneTamon

1.2

1.3

Acceptance value (AV) should be not more than
15.0 /Tlokasarens npuemneMoctd (AV) qomkeH
ObITh He Oonee 15,0

Acceptance value (AV) should be not more than
15.0 /Ilokazarens npuemseMocTd (AV) 10KEH
ObITh He Oonee 15,0

Remarks : The Product conforms to ND/
ITpumeuanne: [Ipoaykr cooTBeTcTBYET Tpebopanusam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
IToarorosiieHo: Amb_ esh _Kumar

Checked by /
[TpoBepeHo: Santosh Kumar

Maurya @\

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PykoBoaurens: Pavan Kamar Sharma
[= {fw-__—‘ ;_:,d_.--"""

Reprint Date:

Hata: 21.12.2024

Reprint Date:
Hara: 21.12.2024

Reprint Date: e
Jara: 21.12.2024

Registered Office: 8-2-337, Road Ne. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: meii@drreddys.com

CIN: LRS1D05ARL984PLCON4507
wiyvvedrreddys.com




Dr.Reddy’s ‘g

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDJA
Tel: +91 98166 56001-02

v drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A

Page 6 of 10 / Ctp. 6 u3 10

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

Hponyxr: H6ykaun®, Ta61eTKH, HOKPBITHIE MJIeHOYHOI 060,10uK0ii, 400 Mr + 325 Mr

Market / PoIHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne V250260 O0nem cepun " 800000.0 Tab

Analytical Report No/ - 040002761077 Date of Analysis / . 11.12.2024
AHajauTHYecKHit oTHeT Ne HdaTta aHaiu3a

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029

JlaTa npou3BOACTBa Toxen no

Mfg. License No. / MA number: /

IIpousBojcTBeHHas : MNB/05/263 Howmep PY : JIII-Ne(003654)-(PT'-RU)

JIHLeH3HsT N2

Analysis performed according ND: / Anasnu3 nposened mo HJI: JITI-Ne(003654)~(PT'-RU)-101123

9 [Microbiological purity* /
Muxpobuosiorniyeckas
yucrora*®

a) Total aerobic microbial
count / Of11ee YuciIo

Less than 10 CFU/g/
Mesnee 10 KOE/r

a’pobHbIX

MHKpPOOPraHU3MOB

b) Total combined yeasts Less than 05 CFU/g/
and mould count / Ob1uee Menee 05 KOE/r

YHCJIO JPOXIKEBBIX U
TUIECHEBBIX IpuboB
¢) E. coli

Absent in 1g/ OtcyrcTByer B 1r

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 1in

1r

lg / OtcyTctBUE B

Remarks : The Product conforms to ND/
Ilpumeuanue: Ilpoaykr cootsercTByeT Tpebosanusam HJJ

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by /
ITonrorosieHo: Ambresh Kumar

s

Maurya

&

[TpoBepeHo: Santosh Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxkep /
PyxoBonutens: Pavan ?Kumiil' Sharma

=

Reprint Date:
Jara: 21.12.2024

Reprint Date:
Hara: 21.12.2024

.

Reprint Date:

Jara: 21.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Teb: 461 4G 4960 2900, Fax: +921 40 4900 2995, Erail: maii@drreddys.com
CIN: L85105AP19G4PLCON4507
wwvrdrreddys.com

L E



Dr.Reddy’s Q;

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 273 205, IND|A
Tel 1 +91 98166 56001-02

veww. drredcys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Page 7 of 10 / Cp. 7 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoxykr: Moyknun®, TabieTkn, NOKpPLIThIE NJIEHOYHOH 060J10%4K0ii, 400 Mr + 325 mr

Market / PeIHOK :Russia / Poccus |

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepuna Ne + V2402689 O0bemM cepHH " 800000.0 Tab

Analytical Repovrt No/ - 040002761077 Date of Analysis / - 91.12.2024

AHaJIUTHYECKHH oT4eT Ne JlaTa anan3a

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029

JlaTa npou3BOACTBA I'onen no

Mfg. License No. / MA number: /

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

JuIeH3us Ne

Analysis performed according ND: / Anann3 nposeged no HJI: JITI-Ne(003654)-(PI'-RU)-101123

10 |Assay / KoauyecTBeHHOE
onpeaeJ/ieHUue

3949 mg/394.9 mr

324.63 mg /324.63 mr

360.0 to 440.0 mg of C;3His0; (ibuprofen) per
tablet /

Ot 360,0 mr 10 440,0 mr C13H 302 (ubynpoden) B
TabneTke

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

Ot 292,5 mr g0 357,5 mr CsHoNO, (mapaueramon)
B Tabnerke

11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tabletsin 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. / ITo 10 Tabnerok |tabnetox B [IBX/Al 6auctep. Ilo 1, 2 umm 20
B [IBX/Al 6nuctep. ITo 1 6nuctepy |6auMcTepoB B INA4Ky KapTOHHYIO BMECTE C
B [auky KapTOHHYI BMeECTE€ C |MHCTPYKHHUEH I10 NPUMEHEHHIO.
HHCTPYKUMEH M0 NPUMEHEHHIO.
12 | Labeling / MapkupoBka |According to ND. / B cootserctuu ¢ HI.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpaneuue Ilpu temnepartype He Belie 25 °C.
14 | Shelf life / Cpox 5 years /5 net
TOXHOCTH

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

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusm HJ{

Opinion : APPROVED
3akiarouenune: OJIOBPEHO

Prepared by /

IMToarorosneno: Ambresh Kumar

Checked by /

Iposepeno: Santosh Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /

Harta: 21.12.2024

W Maurya @: PykoBoautens: Pavan If._'umar Sharma
¥ P (PR o

1 o P
Reprint Date: ' Reprint Date: Reprint Date: —

JlaTa: 21.12.2024

Jata: 21.12.2024

Registered Oifice: 8
Tel: +91 4G 29G0

-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
00 2900, Fax: +91 10 4900 2999, Ernail: maii@drreddys.com

CIN: LRS195AP1984PLCON4E07

wwy.drreddys.com




Dr.Reddy’s “':

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98156 56001-02

vy drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 8 of 10/ Cp. 8 n3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
MpoayxT: U6yxnun®, Ta6aeTKH, NOKPBITbIE NUIEHOYHOIT 060.104K0#, 400 Mr + 325 Mr

Market / PuiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepus Ne V2402689 Oo6Bem cepun " 800000.0 Tab6

Analytical Report No/ - 040002761077 Date of Analysis / - 91.12.2024

AHaJuTHYEeCKHil oT4yeT Ne JlaTa aHaau3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JlaTa mpoH3BOACTBA I'onen o

Mfg. License No. / MA number: /

Ilpou3BoacTBeHHas . MNB/05/263 : : JITI-Ne(003654)-(PI'-RU)
Homep PY

JMIeH3us Ne

Analysis performed accor(_iing ND: / Avann3 nposeaen no HJI: JITI-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.

[Tpumeuanue: CChlIKM B HOPMATHBHOM JOKyMEHTaLMH npuBeaeHsl Ha '@ PO XIV.

* [IpoBOAMTCS POU3BOAUTENEM MIPH BBITYCKE IEPUOJMYECKHU: Ansl KaxKnoH 20-oif cepum uim He MeHee 1 pasa B
rog. ITokasaTess MOKET OITh He BKIIOYEH B CEpTUGhUMKAT aHaT3a QUPMBL

API name / HaumenoBanne APC: Ibuprofen / H6ynpoden Paracetamol / ITapaueramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / ITapauetamon
e S achenhatel nuinber 1101/24/A-3419, 1101/24/A-3420 APAP/24091294
Homep cepun nponsBogureas ADC:
FP Manufacturer API Batch number /
Homep cepuu cy6cTaHIHE IPOM3BOAUTENS FERA00602, FERA00603 FERA00539
[JId:
IOL Chemicals and
API Manufactured by & country / Ehagmacenticals Limited Tndiail Granules India Limited, India /
IIponzogutens ADC, cTpana: MO K eumieaTEIaa I'panynec Unaus Jlumuren, Uunus
’ ®apmackrotikanc JIumuren, i
Nunus
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [1poaykt cootserctyeT TpeGosanmam HJ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[loaroToBiyeHo: ?b.pﬁﬁ Kumar | Ilposepeno: Santosh Kumar /Onobpeno: Menemkep /
o i = Maurya ‘ PykoBoautens: Pavan Kg_h1ar Sharma
V/l @\ : 1'1!—- — ;/"___,,,
Reprint Date: Reprint Date: Reprint Date: —
Hara: 21.12.2024 Jara: 21.12.2024 Jara: 21.12.2024

Registered Cifice: 8-2-337,

Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tol; +61 4G 4950 2900, Fax; +91 40 4900 2995, Ernail: maii@drreddys.com

CIN: L85195AP1984PLCO04507
wwvu.drreddys.com




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

@ e
9 @ i
Dr. Reddy S ‘... V|-II. Kholl, Nalagarh Road, Baddi,
Cistt. Solan, H.P.,, 173 205, INDIA
Tel 1 +91 98166 56001-02
www. drieddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIN3A

Page 9 of 10 / Crp. 9 u3 10

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

Ipoaykr: H6ykaun®, TabaeTKH, IOKPBITHIE IUIEHOYHOI 060/104K0#, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepus Ne + V2402689 O6bem cepHH " 800000.0 Tab
Analytical Rep0ft No/ . 040002761077 Date of Analysis / . 21.12.2024
AnaquTH4yeckunii oTuer Ne Jata agannza

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029

JaTa npou3BoacTBa I'ogen oo

Mfg. License No. / MA number: /

IIponsBoacTBeHHas : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)

Homep PY

_aHueH3Hs No

Analysis performed according ND: / Anasu3 nposeaen mo HJI: JIII-Ne(003654)-(PT-RU)-101123

manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumeHoBanue, aapec, JHIEH3Hs IS J-p Penau’c Jlaboparopuc JIta., Uuaus, [TpoussoacTeenHoe
IpouzeoacreenHasn nmiowaaka / Ilnomanka noapasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bannu, Jiuctpukr
KOHTpOJiIs1 KayecTBa / Ilaomaaka BeINycKa Conan, X.I1., 173205, Unaus (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».

3aKJII0UeHHEe O COOTBETCTBHM: «HACTOANMMM S MOATBEPKIAAID, YTO 1IPUBEACHHAS Bbllne MHQUPMALIMS ABISETCH
JIOCTOBEPHOM M TOYHOM. DTa cepHs MPOAYKIMH MPOW3BEAeHA (BKOYas YNakoBKY (MapKHPOBKY) U KOHTpOJb
Ka4ecTBa) Ha BHINIEYKA3aHHOM MPOM3BOJCTBEHHOM IUIomanke (IUIOWAAKAX) B TMOJHOM COOTBETCTBHU C
TpeGoBanuaAMHU [IpaBun Haanexamedl MpOU3BOACTBEHHOM MpakTHKU EBpasuiickoro skoHomMuyeckoro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6pst 2022) u TpeGOBaHUAMHU KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPEJICTB,
a TaKXe B COOTBETCTBUH CO CIELIMPUKAIMIMHU, COASpKALUUMHCA B PETUCTPALIMOHHOM J0Che CTPaHbI-UMIIOpTEpa.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Tpoaykr coorsercTByeT TpeboBanusm HJJ 3axmoyenne: OJTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[MoarorosieHo: Ambresh Kumar | [Iposepeno: Santosh Kumar /Ono6peno: Menenxep /

G\f} = Maurya @ Pykoonutens: Pavan I&un'far S{mrma

ot [ = :“ IR

Reprint Date: Reprint Date: Reprint Date: —
Hara: 21.12.2024 Hara: 21.12.2024 Hara: 21.12.2024

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +61 40 4960 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLC0ON4507
wwrdrreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Page 10 of 10 / Cp. 10 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HpoayxT: Moykaun", Tabierks, HOKPLITHIE IIIEHOYHOI 060s104K0ii, 400 mMr + 325 mr
Market / Peinox :Russia / Poccus
Batch No / ) Batch Quantity / ~800000.0 tab /
Cepus Ne V2402689 Oonem cepun " 800000.0 Tab
Analytical Repo:'t No/ - 040002761077 Date of Analysis / . 91.12.2024
AHanHTHYeCKHI oT4yeT No JlaTa aHaau3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029
JlaTa mpoH3BoACTBA Tonen no
Mfg. License No. / MA number: /
IlpousBoacTBeHHASN : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY
JanenzHg Ne _
Analysis performed according ND: / Ananun3 nposeaen mo HJI: JIII-Ne(003654)-(PI'-RU)-101123

3anucu rio NpOU3BOJACTBY, YIIAKOBKE K aHAJIM3Y MPOBEPEHDL, U YCTAHOBJICHO UX COOTBCTCTBHC TpC6OBaHI/lHM HpaB]/IJ'I
Hajiexalueu HpOHSBOﬂCTBCHHOﬁ I[MpaKTHKH EBpa:«mﬁcxoro 3KOHOMHYCCKOI'O COKO3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Iponykt coorsercTByeT TpeboBanusm HJT 3axmoyenue: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive

[Togrorosnero: Ambresh, Kumar | [Ipoepeno: Santosh Kumar /Ono6peno: Menemxep /

gl;"\// Maurya @ Pykosoaures: Pavan -ETEE—SIl&ma

Reprint Date: Reprint Date: Reprint Date:
Jara: 21.12.2024 Jara: 21.12.2024 Hara: 21.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +51 40 4900 2900, Fax: +91 40 4900 2999, Ernail: maii@drreddys com
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