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Dr. Reddy's Laboratories (td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badydi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Page1of S/Crp.1m35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanu®, TabneTku, NOKPLITHIE MNIEHOYHOi 060104K0H, 400 Mr + 325 mMr

Batch No / Cepus Ne : V2400607

Batch Quantity / O6bem napruu : 705.00Kg

Analytical Report No / AHaanTH4YecKkHif oTueT No :
040002493743

Date of Analysis / IaTta ananu3za: 22.04.2024

Date of Manufacture / Jlata npousBoacrsa : 04/2024

Date of Expiry / Cpox rogaoctn : 03/2029

Analysis performed according ND / Anasu3s nposegen no HJI: II N011252/01-160123

IIpumeuanme: [Ipoaykr coorBeTcTByeT TpeboBaHusm HJ

3akiawyenue: OJOBPEHO

Ne  |Test/ Iloka3aresb Results/ Pe3yJbTaThl Specification / Hopma
1 [Description/ Onucanue |Orange film-coated, capsule-shaped,|Orange film-coated, capsule-shaped, one-
one-side scored tablets; white core at|side scored tablets; white or off-white
the  cross-section../  TaGnerku|core at the cross-section. / Tabnetxu
KAINCyJOBUAHON (OPMBbI, MOKPHIThIE|KANCYNOBUAHOH  GOPMBI,  TIOKpBITHIE
IUIEHOYHOU 000JIOUKOH OpaHKEBOIO|IJICHOUYHOH  0DOJNIOYKOH  OpamXeBOro
I[BETa, C PHUCKON Ha ONHON CTOpOHE;|lBETa, C PUCKOH Ha ONHOH CTOpPOHE; Ha
Ha TOMEpPEeYHOM pa3pe3e — SApO|NONepedHoOM paspese — saapo 6esnoro unu
Genoro 1BeTa. nouTH 6enoro 1Bera.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[TopnuHHOCTB CoOTBETCTBYET 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) /
BpeMmeHa ymep>uBaHHsS OCHOBHBIX ITHKOB
Ha XpOMaTOorpamMme HCIBITYEMOrO
pactBopa  JOKHEI ~ COOTBETCTBOBATH
BpeMEHaM  YAEPXHMBaHHS IHKOB  Ha
XpOMaTorpaMMe pacTBOpa CTaHAApTHBIX
obpazuoB ubynpodeHa U napaieramosna
(paznen «KonuuecTBeHHOE
OIPENIENICHHEN)
3 |Average tablets weight 970.8 mg /970.8 Mr From 9409 mg to 9991 mg
CpenHss Macca (970.0 mg + 3.0 %) /
TabeToK Or 9409 wmr mo 999,1 MT
(970,0 Mr = 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

Hara: 22.04.2024

Prepared by / Checked by / Approved by: Manager/Executive
[ToaroroBneHo: Ranjeet ITpoBepeno: Santosh Kumar /OnobpenoAMeHemxep /
@ Maurya ¢ X\~ Pykoeoantes Abhishek Chauhan
D
%
Reprint Date: Reprint Date: Reprint Date:

JlaTa: 22.04.2024

Jara: 22.04.2024

RELHIEIEd UICe;

8-2-337, Road No. 3, Banjara RillE, Hyderabad - 300034, Telangana, India
Tel: +91 40 4900 2900, Fax; +91 40 4900 2999, Fmail- maii@drraddys rom

CIN: L85195AP1984PLCD0O4507
www.drreddys.com




Dr.Reddy’s ":'

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

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

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Page 2 of S/ Ctp.2 u3z 5

fljroduct : Ibuclin, film-coat

ed tablets, 400 mg + 325 mg

N6ykaun®, TabieTky, IOKPLITHIE MIeHO4YHOoi 060.104K0H, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400

607

Batch Quantity / O6nem napruu : 705.00Kg

040002493743

Analytical Report No / Ananutnyeckuii order Ne :

Date of Analysis / JlaTa anaiausa: 22.04.2024

Date of Manufacture / laTta nponssoactsa : 04/2024

Date of Expiry / Cpok rognocts : 03/2029

Analysis performed according ND / Auanu3 npoBeged mo H{: ITN011252/01-160123

4 |Disintegration /
Pacnagaemoctb

05 min 16 sec / 05 MuH 16 cek

Not more than 30 min /
He 6onee 30 mud

5 |Dissolution /
PactBopenue

101 % To 104 %

100 % to 103 %

Not less than 70% (Q) of Ci3H 50,
(Tbuprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpoden) uepes 30 MUH

Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /

Ci3His02

He wmenee 70 % (Q) CsHoNO,
(naparieramon) yepes 30 MUH
6 |Related substances / 4-aminophenol (paracetamol impurity)

Ipumeuanne: [TpogykT coorBeTcTBYET TpeboBanusam HJI

PoncreeHHbIE TpUMECH 0.0002% - not more than 0.005 % /
Method 1/ Merog 1 4-amuHodeHoN (MpUMech napaleTaMmona)
- He 6ouee 0,005 %
Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Method 2 / Meron 2 0.05% Jlrobas €MHUYHAs pUMech
(ubynpotdeHa uaM mnapaueramosia) - He
oonee 0,3 %
Total impurities (Method 1+ Method 2)
0.05% - not more than 0.7 %/
Cymma npumeceit (Metop 1 + Metog 2)
- He 6onee 0,7 %
9 |Water/Bogna 1.4% Not more than 5.0 % /
He 6oinee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Moxrororneno: Ranjeet | IlpoeepeHo: Santosh Kumar /Onobpeno: Meunemxep /
@_/ Maurya ( PykoBoguren Abhishik Chauhan
Reprint Date: Reprint Date: Reprint Date: -
Jlata: 22.04.2024 Jata: 22.04.2024

Hara: 22.04.2024 L
T

Tel: +91 4

CIN: L85195AP1984PLCO04507
www.drreddys.com

04900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
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Dr.Reddy’s €3¢

Dr. Reddy's Laboratories {td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page3 of 5/ Crp.3 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
NoyknHH®, TabIeTKH, MOKPLITHIE MJIEHOYHOH 060104K0#, 400 Mr + 325 mr

Batch No / Cepnst Ne : V2400607

Batch Quantity / O6bem nmaprTun : 705.00Kg

040002493743

Analytical Report No / AnanutHyeckuii oTyer No :

Date of Analysis / lata anannsa: 22.04.2024

Date of Manufacture / Jlata npousBoactsa : 04/2024

Date of Expiry / Cpok rognocrtn : 03/2029

Analysis performed according ND / Anann3 nposenes mo H/I: [IN011252/01-160123

10 |Uniformity of dosage

units /
OnHOPOOHOCTE Acceptance value (AV) should be not
JIO3UPOBAHUS 1.9 more than 15.0 /
- Ibuprofen /ubynpocden [Mokazares npuemneMocTd (AV) 1omkeH
OBITh He Oonee 15,0
- Paracetamol/ 1.8 Acceptance value (AV) should be not
napaneramorn more than 15.0 /
[TokaszaTens npuemyieMocTd (AV) noymkeH
OBITh He Oonee 15,0
11 |Microbiological purity /
Mukpobuonoraueckas
quctoTa*
a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6o1ee 1000 KOE/r
Ob1uee yucio
a’poOHBIX
MHKPOOPraHHU3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Obuee uucio
JPOMOKEBBIX U
IJIECHEBBIX TPpUOOB
c) E. coli NA Shall be absent in 1g / OtcyTcTBHE B

ir

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Tponykr cootBeTcTBYeT Tpebopanuam HJ | 3axmodenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToaroroeneHo: Ranjeet IIpoBepeno: Santosh Kumar /Onobpeno: Meneuxep /

Maurya : Pyxosoantens Ybhishek {\?hauhan
Reprint Date: Reprint Date: Reprint Date:
Hara: 22.04.2024 | Mara: 22.04.2024 Hara: 22.04.2024

NeR S 0 ONICE: B2 007, NOad 190 3, Dalijata TS, TTyOelabau - SU00ST, Terangand, s

Tel: +97 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q¢

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

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

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A Page4 of 5/ Ctp. 4 u3 5

{Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
NoyknuH®, TabneTkH, NOKPHITHIE JIEHOYHOH 000/104K0i, 400 mMr + 325 Mr

Batch No / Cepusi Ne : V2400607

Batch Quantity / O6bem napruu : 705.00Kg

040002493743

Analytical Report No / AnanutHyecknii oTuer No :

Date of Analysis / laTta ananuza: 22.04.2024

Date of Manufacture / /lata npoussogcrsa : 04/2024

Date of Expiry / Cpox rognocru : 03/2029

Analysis performed according ND / Ananu3 npoBeaen mo HJ/: [1 N011252/01-160123

12 |Assay/
KonuuectBeHHoe
onpeaeneHne

397.6 mg/ 397.6mr

323.63 mg /323.63 mr

From 360.0 to 440.0 mg of C;3H;30,
(Ibuprofen) per tablet /

Ot 360,0 mMr pgo 440,0 mr C;3H;30,
(ubynpoden) B Tabnerke

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

Or 292,5 mr gmo 357,5 mr CsHoNO;
(mapaneramol) B TabJeTke

13 | Package / Ynakorka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6aucrep. Ilo 1
6mucrepy B MayKy KapTOHHYIO
BMECTE C  HUHCTpYKUHEH 1O
IPUMEHEHHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / [To 10 Tabnerok B [IBX/Al
ommctep. Ilo 1, 2 wmu 20 6auctepoB B
nayvkKy KapTOHHYIO BMECTE c
HUHCTPYKLHEH 10 MPHUMEHEHHIO.

14 | Labeling / Mapknposka

According to ND. / B cootBerctBuu ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C./

XpaHeHue ITpu Temneparype He Boile 25 °C.
16 | Shelf life / Cpok S years / 5 ner
T'OJIHOCTH

* 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. / [IpoBOAUTCS MPOU3BOAUTETEM MPH
BBIITyCKE NMEPUOAMYECKH: JUIsl Kaxaoi 20-oii cepur Wi He MeHee 1 paza B rof. [lokasaTens MOXeET ObITh
HE BKJIIOYEH B CepTU(HKAT aHATH3a QPUPMBL

Remarks : The Product conforms to ND/
Ilpumeuanne: Ilponykr cootseTcTBYeT TpeboBanusaM HJI

Opinion : APPROVED
3axuruenune: OJJIOBPEHO

Hara: 22.04.2024

Prepared by / Checked by / Approved by: Manager/Executive
IToarorosieno: Ranjeet ITposepeHo: Santosh Kumar /Opo6peHo\ Menemxep /

(\ Maurya R~ PyxoBouteyib Abhishek Chauhan
Reprint Date: = Reprint Date: Reprint Date: \

Hata: 22.04.2024

Jara: 22.04.2024

REEstered ONce: 8-2-357, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Toi: +21 10 1000 2900, Tox: 191 40 4900 2599, Endil: inall@drraddys.com

CIN: L85135AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q':‘

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Page S of 5/ Crp.5u3 5

rl;roduct : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykmuu®, TabjieTKH, NOKPHITHIE NJIeHOYHOH 060104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400607

Batch Quantity / O6bem naptun : 705.00Kg

040002493743

Analytical Report No / AHanuTH4eckui oTder Ne :

Date of Analysis / [laTa ananu3za: 22.04.2024

Date of Manufacture / Jlata nponspoactia : 04/2024

Date of Expiry / Cpok rogunoctu : 03/2029

Analysis performed according ND / Ananu3 nposesed no H: 11 N011252/01-160123

API name (INN) /

Haumenosanne ADC (MHH): Ibuprofen / 6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number / PIBM230459 1163/23-24, 4596/23-24
Howmep cepun npoussonuresas APC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHuMH FEQA00659 FERA00084, FERA00005

npousBoauTess I'JID:

API Manufactured by & country /
IIpousogurens ADC, crpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa OxtuB ®apma
Caitencus Jlumuten, Unnus

Sri Krishna Pharmaceuticals Ltd.,
India / Ipu Kpuina
®apmacerotukanc Jta., Uuaus

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykt coorBetTcTBYET TpeboBanusam HJL

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IMoarorosneHo: Ranjeet [TposepeHo: Santosh Kumar /Onobpeno: Meunemxep /

@/ Maurya f Ej’\ Pykosoauremp Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date: '
Hata: 22.04.2024 Hara: 22.04.2024 Jara: 22.04.2024
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




