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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJTH3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDI1A

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

Page 6 of 6 / C1p. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yKkauH®, TabaeTKH, NOKPHITHIE NIEHOYHOH 000104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2301822

Batch Quantity / O6bem maptun : 754.89Kg

040002142803

Analytical Report No / AHanuTH4ecKuii oT4yer Ne :

Date of Analysis / laTa ananu3a: 30.09.2023

Date of Manufacture / laTa npou3sojcrsa : Jul.2023

Date of Expiry / Cpox roanoct : Jun.2028

Analysis performed according ND / Anasu3 nposeaen no HJL: T1 N011252/01-160123

API name (INN) /

Hammenosamme ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number /

Homep cepun npoH3BOIHTES PIBM230148 4055/23-24

ADC:

FP Manufacturer API Batch

mrGerRd FEQA00220 FEQA00240

Homep cepun cyGeTaHIMH
npouspoaurest I'JID:

API Manufactured by & country /
Ipouszsoautens APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
®apma Cailiencus Jlumuren,
Wnnus

Sri Krishna Pharmaceuticals Ltd.,
India / lllpu Kpuiuna
®apwmackrotukanc JIta., Maous

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykt coorBeTcTByeT TpeboBanuam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

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

[lonrotoBneHo: [Tpoeepeno: Himesh Kumar Ono6peHo: Menejbkep / Pykooaurenn
—— . |

Pardeep Kumar - _l/— Q;L,/—— Abhishek Chauha}*)

Reprint Date: Reprint Date: Reprint Date: \

Jara: 30.09.2023 Hara: 30.09.2023 Jara: 30.09.2023

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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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauu®, TaG1eTKH, MOKPHIThIE MJIeHOYHOii 060/104K0#, 400 Mr + 325 mMr

Batch No / Cepus No : V2301822

Batch Quantity / O6nem maptun : 754.89Kg

Analytical Report No / AranuTu4eckuii oTder Ne : Date of
040002142803

Analysis / {laTa ananuza: 30.09.2023

'Date of Manufacture / Jlata npousBojcTea : Jul.2023 | Date of

Expiry / Cpok rogaocTH : Jun.2028

Analysis performed according ND / Anasus nposeaes mo HJI: TIN011252/01-160123

blister and a patient information
leaflet in a carton. / Ilo 10
tabietok B [IBX/Al 6auctep. Ilo 1
Onmuctepy B NadyKy KapTOHHYIO
BMecTe ¢  HMHCTpyKuued Mo
IIPHMEHEHHUIO.

12 |Assay/ 400.0 mg / 400.0 mr From 360.0 to 440.0 mg of CiHi30;
KonuuecTtBeHHoe (Ibuprofen) per tablet /
onpefesieH1e Ot 360,0 mr no 440,0 mMr C;3HisO,
(ubympoden) B Tabnerke
327.24 mg/327.24 mr From 292.5 to 357.5 mg of CsHoNO;
(Paracetamol) per tablet /
Or 292,5 mMr go 357,5 mr CgHoNO:
(mapaueramon) B TabieTke
13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20

blisters and a patient information leaflet
in a carton. / ITo 10 Tabnetox B [IBX/Al
onucrep. Ilo 1, 2 unu 20 6nuctepos B
nayKy KapTOHHYIO BMECTE (8
HHCTPYKIHEeH Mo NPAMEHEHHIO.

14 | Labeling / Mapkuposka| According to ND. / B cootBerctBuu ¢ HJL.
15 | Storage conditions / At temperature not more than 25 °C./
XpaHeHue ITpu Temnepatype He Bbile 25 °C.
16 | Shelf life / Cpox 5 years / 5 ner
rOJHOCTH

* 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 npoH3BOAUTENEM NPH
BBHINYCKE TIEPHOJMYECKH: JUIs KXol 20-0#f cepuu WM He MeHee | pasa B roz. Ilokaszatens MOXeT ObITh
He BKJIFOYEH B cepTuUKaT aHanu3a GHUpMbL

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykt coorBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akmwouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IlogroroBneHo: [Tpoeepeno: Himesh Kumar Onobpeno: Meneuxedp / PykoBoauTens
Pardeep Kumar QL/ C',!’,’/—\’D Abhishek Chauhan

= N k_/-
Reprint Date: Reprint Date: Reprint Date:
Jara: 30.09.2023 Hara: 30.09.2023 JHara: 30.09.2023

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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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Uoykann®, TabeTKH, NOKPLITHIE MIEHOYHOIH 0601049K0¥, 400 Mr + 325 mMr

|Batch No / Cepust Ne : V2301822

Batch Quantity / O6bem nmapruu : 754.89Kg

Analytical Report No / AuannTH4eckuii ordeT Ne :
040002142803

Date of Analysis / JlaTa amann3za: 30.09.2023

Date of Manufacture / Jlara npousBoacrsa : Jul.2023

Date of Expiry / Cpok rognocrs : Jun.2028

Analysis performed according ND / AunaJin3 nposesen mo HJ: 11 N011252/01-160123

’7 10 |Uniformity of dosage

units /

OnHOpPOOHOCTH Acceptance value (AV) should be not

JIO3UPOBAHUS 1.1 more than 15.0 /

- Tbuprofen /ubynpoden ITokazatens npueMyIeMocTH (A'V) NOJDKEH
6bITh He 6onee 15,0

- Paracetamol/ 1.1 Acceptance value (AV) should be not

napaueTamon more than 15.0 /
ITokazarens mpueMiaeMocTl (AV) foJbkeH
ObITE He Ooiee 15,0

11 |Microbiological purity /

Mukpobuonoruyeckas

yucroTta*

a) Total aerobic NA Not more than 1000 CFU/g/

microbial count / He 6onee 1000 KOE/r

O61uee uucno

a’pOoOHBIX

MHKPOOPraHH3MOB

b) Total combined Not more than 100 CFU/g /

yeasts and mould count NA He 6onee 100 KOE/r

/ Obmee yucno

JIPOMOKEBBIX U

IJIECHEBBIX rPHOOB

¢) E. coli NA Shall be absent in lg / OrcyTcTBUE B

lr

Remarks : The Product conforms to ND/
Hpumeyanue: [poaykr cooreercTByeT TpeboBanuam HJI

Opinion : APPROVED
3akimouenune: OJIOBPEHO

Jara: 30.09.2023

Hara: 30.09.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IloarorosneHo: [Tpoeepeno: Himesh Kumar Ono6peHo: Menepxgp / PykoBoauTens
Pardeep Kumar Df:— d’,_______ /::2 Abhishek Chauhan '!L \
Reprint Date: Reprint Date: Reprint Date: l

JHata: 30.09.2023

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: L85195AP1984PLC004507
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, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS |\ o om
CEPTHOUKAT AHAJIN3A

Page30f6/Crp.3 uz 6

ﬁ’roduct: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabieTKH, IOKPHITHIE JIEHOYHOH 000/104K0H, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301822

Batch Quantity / O6bem napruu : 754.89K¢g

040002142803

Analytical Report No / AHaauTHYecKHii oT4yer No :

Date of Analysis / JlaTa anaim3a: 30.09.2023

Date of Manufacture / lata npoussoacTsa : Jul.2023

Date of Expiry / Cpox rogsocts : Jun.2028

Analysis performed according ND / Anasu3 nposeaen mo HJI: 1 N011252/01-160123

r 6 |Related substances /
PoncteeHHbIe IpUMeECH
Method 1/ Metop 1

Method 2 / MeTon 2

0.0001%

BDL (Disregard Area 6921)

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

4-amuHOdeHON (MpUMeCh NapaleTaMmosna)
- ge 6onee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jiobas eMHUYHAS pUMeCh
(ubympodena wid mnapaleTamosia) - He
6onee 0,3 %

Total impurities (Method 1+ Method 2)

0.0001% - not more than 0.7 % /
Cymma npumecet (Meron 1 + Merton 2)
- ge 6onee 0,7 %
9 |Water/Bona 1.6% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Npumeyanue: [Tpoaykt coorBeTcTBYET Tpebosanuam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Jara: 30.09.2023

Jara: 30.09.2023

Prepared by / Checked by / Approved by: Manager/Executive/
ITonroTorneHo: [Tpoeepeno: Himesh Kumar Ono6peno: Menekep / Pykopoaurens
Pardeep Kumar C‘L_-‘ _—t Abhishek Chauhai&— \
Reprint Date: Reprint Date: Reprint Date:

Jara: 30.09.2023

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: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
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CEPTUOHUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauu®, Ta61eTKH, NOKPBIThIE MJeH0YHOoii 060a04K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301822

Batch Quantity / O6bem naptuu : 754.89Kg

040002142803

Analytical Report No / Ananutu4yeckuii or4der Ne :

Date of Analysis / JJlaTa anamm3sa: 30.09.2023

Date of Manufacture / JlaTa npousBogcrsa : Jul.2023

Date of Expiry / Cpok rogsocts : Jun.2028

Analysis performed according ND / Anaau3s nposesen mo HJI: TTN011252/01-160123

4 |Disintegration /

Pacnanaemocts

07 min 19 sec/ 07 muH 19 cex

Not more than 30 min /
He 60mnee 30 MuH

5 |Dissolution /
PactBopeHune

99 % To 102 %

100 % to 103 %

Not less than 70% (Q) of Ci3HisO;
(Touprofen) after 30 min /

He wmenee 70 % (Q)
(ubympoden) uepes 30 mun

Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wMenmee 70 % (Q)
(napaueramon) yepes 30 MUH

Ci3H130,

CsHoNO;

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykt cootBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akayenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IMoarorosneHo: [Tpoeepeno: Himesh Kumar Ono6peHo: Meneikep / PykoBoaurenn
Pardeep Kumar C:-[/—-— C,l—’f—‘ﬁ Abhishek Chauhan ‘

: L
Reprint Date: Reprint Date: Reprint Date: = '
Jara: 30.09.2023 Hara: 30.09.2023 Hata: 30.09.2023

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: 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
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS |\ oo oo o Com
CEPTHOUKAT AHAJIH3A

Page10of 6/ Crp. 1 u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauu®, TabNeTKH, OKPLIThHIE NJIEHO4YHOH 000/104KO, 400 mr + 325 mr

Batch No / Cepusa Ne : V2301822

Batch Quantity / O6bem maptun : 754.89Kg

040002142803

Analytical Report No / AHaanTHYecKmii oTyeT Ne :

Date of Analysis / IaTa ananusa: 30.09.2023

Date of Manufacture / Jlata nponsBojcTsa : Jul.2023

Date of Expiry / Cpox rogHoctd : Jun.2028

Analysis performed according ND / Anann3 nposegen no HJ: [T NO1 1252/01-160123

Ne |Test/Ioka3aTenn

Results/ PesyabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ TabneTku
KamncynoBugHOH (OPMBI, NOKDBITHIE
[LIEHOYHOH 060JIOUKOH OpaHXKeBOro
L[BETa, C PUCKOH Ha OJHOH CTOpOHE;
Ha IIONEepPeYHOM paspese — SApo
Oenoro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KarCyJOBHIHOH  (QOpPMBI,  ITOKDBITHIE
[JIEeHOYHOM  000JNIOUKOH  OpaHXEBOTO
[[BETA, C PHCKOW Ha OJHOH CTOpOHE; Ha
nonepevyHoM paspese — sapo 6enoro uim
nouTy 6enoro UBerTa.

2 |Identification /
TTomTHHHOCTD

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 ynepxvBaHUsl OCHOBHBIX ITHKOB
Ha XpOMaTOrpaMMe UCTIBITYEMOTO
pacTBOpa  JOJDKHBI ~ COOTBETCTBOBATh
BpEMEHaM  YJICpXKHBaHUS IIMKOB Ha
XpoMaTrorpaMme pacTBOpa CTaHAApPTHBIX
obpasiiop ubynpodeHa M mnapaneraMmosia
(paznen «KonuuecTBeHHOE
oIpeeTIeHUEN)

3 | Average tablets weight
Cpenssist Macca
TabneTok

970.2 mg/ 970.2 Mr

From 940.9 mg 999.1
(970.0 mg + 3.0 %) /
Or 940,9 Mr

(970,0 mr = 3,0 %)

to mg

bi (o) 999,1 ML

Remarks ;: The Product conforms to ND/
IIpumeyanue: [IpolyKT COOTBETCTBYET tpeboBanuam HJJ

Opinion : APPROVED
3aknrouenune: OJOBPEHO

Hara: 30.09.2023

Hara: 30.09.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: : [TposepeHo: Himesh Kumar Ono6peno: Menejukep / PykoBoauTensb
Pardeep Kumar cn:l . C,‘S'/—_:‘ Abhishek C hauth\

- )
Reprint Date: Reprint Date: Reprint Date:

Hata: 30.09.2023

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