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
CEPTHOHUKAT AHAJIU3A Page 1 of 5/Crp. 1 35
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykana®, Ta6ieTikH, MoKpbiThie naeHo49Ho# 060a04KoH, 400 mr -+ 325 Mr
Batch No / Cepus Ne : V2400629 Batch Quantity / O6nem maprau : 720.95 Kg
Analytical Report No / AHanuTHYecKHii oTyeT Ne : Date of Analysis / lara anannsa: 26.04.2024
040002498401
Date of Manufacture / JlaTa npouseoactTea : 04/2024 Date of Expiry / Cpok rognoctu : 03/2029
Analysis performed according ND / Anaauz nposegen mo HJI: [T N011252/01-160123
Ne  |Test/ IlokazaTelb Results/ PeayabTaThl 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../  Tabnerku|core at the cross-section. / Tabmerxu
KamncynoBHAHOK (GOPMEI, MOKpHITHIC|KaNCyoBUAHOK  (opMBI,  TOKpBITEE
TUIEHOYHOM OOOJICUKOH OpaH)KeBOTO|NIeHOYHOH  060J0YKOH  OpaHXXeBOoro
LBET4, ¢ PUCKOI HA OJHOM CTOPOHE;|LBETa, C PUCKOH Ha OAHOH CTOPOHE; Ha
Ha TIOMEpeYyHOM paspese — sAPO|MONEPEeYHOM paspese — AApo 6enoro wim
Genoro ngera. noury Henoro nBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[TonnuHHOCTE CooTBETCTRYET 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) /
BpeMena ynep)xuBaHus OCHOBHBIX ITHKOB
Ha XpoMarTorpamme HCIIBITYEMOTO
pacTBopa  OOJDKHEl  COOTBETCTBOBATH
BpEMEHAM  yNEepKMBaHHS IUKOB Ha
XpOMAaTOrpaMMe pacTBopa CTAHJAPTHBIX
obpasuoe nbynpodesa u napaneramona
(paznen «KonuuecTBeHHOE
OTIPENIETIEHHED)
3 |Average tablets weight 970.2 mg /970.2 Mr From 9409 mg to 999.1 mg
Cpennsisi Macca (970.0 mg + 3.0 %) /
TabNeTOK Or 940,9 w~Mr mo 999,1 Mr
(970,0 mr =+ 3,0 %)
Remarks : The Product conforms to ND/ Opinion ;: APPROVED
Ipumeuanne: TTPOAYKT COOTBETCTRYET Tpe6OBaHHﬂM HJI | 3axmovenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IMToarorosneHo: Ranjeet | IlpoBepeHo: Santosh Kumar /Onobpeno: Mengmiep /
Maurya @ PykoBoautens Abhishek Chauhan
S
Reprint Date: Reprint Date: Reprint Date:
Hara: 26.04.2024 Hara: 26.04.2024 Hara: 26.04.2024

Registered Office: 8-2

-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangena, India

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

CIN: LBS195aF 1984PLLOUS 5/
www.drreddys.com
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Fornmulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P, 173 205, IND|A
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CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIU3A Page2 of 5/Ctp. 2 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
MOEyKAMH®, TabJIeTKH, IOKPHITHIE IIeHOYHOH 000104K0i, 400 mr + 325 mr

Batch No / Cepust Ne : V2400629 Batch Quantity / O6bem napruu : 720.95 Kg
Analytical Report No / AnasutHyeckuit oTaer No : Date of Analysis / IaTa aHannsa: 26.04.2024
040002498401

Date of Manufacture / laTa nponssoacrsa : 04/2024 Date of Expiry / Cpok ropdoctH : 03/2029

Analysis performed according ND / Anasius nposeger mo HJI: 1 N011252/01-160123

’7 Disintegration /

05 min 59 sec / 05 MuH 59 cex Not more than 30 min /

PacTBopenue

Pacnanaemocts He 6onee 30 Mun
5 |Dissolution / 99 % To 104 % Not less than 70% (Q) of C;3H;50:¢
(Ibuprofen) after 30 min /

He wMenee 70 % (Q) CiHji0:
(n6ynpodien) qepes 30 mMun

102 % to 103 % Not less than 70% (Q) of CzHoNO;
(Paracetamol) after 30 min /

He wMenee 70 % (Q) CsHgNO:
(mapaneramosn) Yepes 30 mud

6 |Related substances /
PoncTBeHHbIE IPUMECH
Method 1 / Mertop, 1

Method 2 / Meton 2

F 4-aminophenol (paracetamol impurity)
0.0001% - riot more than 0.005 % / =
4-amunoteHon (IpAMeCh ITapalleTaMora)
- He 6onee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
0.05% Jhiobas eMUHIYHAS IpUMeck
(ubynpodeHa unM napaneraMosna) - He
6omnee 0,3 %

Total impurities (Method 1+ Method 2)
0.05% - not more than 0.7 % /

Cymma npumeceii (Metog 1 + Meton 2)
- He bonee 0,7 %

9 |Water/Bogna 1.3% Not more than 5.0 % /
{He Gonee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [IpoaykT cooTBeTcTBYeT TpeGosanusm HJI | 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Tonrotoeneno: Ranjeet | [IpoepeHo: Santosh Kumar /Onobpeno: Menemxep /
, Maurya QA PykoBOAUTENE Atﬁae/kfhauhan
Reprint Date: Reprint Date: Reprint Date: '
JHata: 26.04.2024 Hara: 26.04.2024 Hara: 26.04.2024

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: maii@drreddys.com
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CEPTHOHKAT AHAJTH3A
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Formulation Unit-6

Vill. Khol, Na'agarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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Page3 of 5/Crtp.3 n3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yikaun®, TabJeTKH, MOKPLITHIE IUIEHOYHOH 060.104uK0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400629

Batch Quantity / O6nem mapTuu : 720.95 Kg

040002498401

Analytical Report No / AnanuTH4eckuii ordeT No

Date of Analysis / Jlata ananusa: 26.04.2024

Date of Manufacture / lata npou3soacTsa : 04/2024

Date of Expiry / Cpok rogaocty : 03/2029

Analysis performed according ND / Ananu3 npoeegen o HJI: [1N011252/01-160123

10 |Uniformity of dosage

units /

OnHopoaHOCTD Acceptance value (AV) should be not

J03HpPOBAHUSA 1.8 more than 15.0 /

- Ibuprofen /u6ynpoden IMokasatens nmpuemueMocTH (AV) gomkeH
OLITE He bojiee 15,0

- Paracetamol/ 1.8 Acceptance value (AV) should be not

nIapaileTamos more than 15.0
TTokazatenb npueMieMocTy (AV) nomkeH
obITh He bonee 15,0

11 |Microbiological purity /

Muxkpobuonoraueckas

qucrora*

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

microbial count / He 6onee 1000 KOE/r

Ob1ee YhCIO

a3poOHBIX

MHKpPOOPraHA3MOB

NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Ob1mee uncno

IOPOMOKEBBIX H

IIECHEBBIX rPHOOB

¢) E. coli NA Shall be absent in 1g / OTcyTcTBHC B
ir

Remarks : The Product conforms to ND/
IIpumedanme: [Ipoaykr cooTseTcTBYeT TpeOoBanmam HJL

Opinion : APPROVED
3axawuenne: OJOBPEHO

HaTa: 26.04.2024

Prepared by / Checked by / Approved by: Manager/Executive
IMoaroroeneno: Ranjeet | IIpoepeno: Santosh Kumar /Opo6peno; Menegarep /

@/ Maurya o Pykosomutens Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date: B

Hara: 26.04.2024

&:[aTa: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
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Dr.Reddy’s €&

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

CEPTUOUKAT AHAJIN3A Paged of 5/ Crp. 4 3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykann®, TabaeTiu, MOKPhIThIE IIEHOYHOH 000.104K0#, 400 mT + 325 M

Batch No / Cepust Ne : V2400629

Batch Quantity / O0bem maptun : 720.95 Kg

040002498401

Analytical Report No / Ananurudeckuii oTuer Ne :

Date of Analysis / [laTa ananan3a: 26.04.2024

Date of Manufacture / JJata nponssojctsa : 04/2024

Date of Expiry / Cpok rogaoct : 03/2029

Analysis performed according ND / Ananns nposegen o HJ/I: [T NO1 1252/01-160123

12 |Assay/
KonuuectsenHoe
onpefeneHne

From 360.0 to 440.0 mg of CisHisO,
(Ibuprofen) per tablet/

Or 360,0 mr go 440,0 mr CiH;sO,
(nbynpoden) o Tabnetice

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

Ot 292,5 mr go 357,5 mr CsgHoNO;
(mapaueramon) B Tabyerke

399.8 mg/399.8 mr

327.85 mg /327.85 mr

Package / Ynaxoska

—t
(8

10 tablets in PVC/Al blister. 1

10 tablets in PYC/AL blister. 1, 2 or 20

blister and a patient information
leaflet in a carton. / Ilo 10
Tabnerok B TIBX/Al 6mactep. 1o 1
6nuctepy B NayKy KapTOHHYIO
BMECTE C  HHCTpPYKLIHEH [0
NPUMEHEHUIO.

blisters and a patient information leaflet
in a carton. / Ilo 10 Tabnetok B IIBX/Al
6nucrep. [o 1, 2 umu 20 Gnucrepos B
nayxy KapTOHHYIO BMECTe c
MHCTPYKIHEH N0 NIPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootsetcTBHH ¢ HIL.

15 | Storage conditions /

At temperature not more than 25 °C. /

Xpanenne ITpu Temmepatype He Boime 25 °C.
16 | Shelflife / Cpoxk S years / 5 ner
TOMHOCTH

* 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. / [IpoBoAMTCS IPOU3BOJHTENEM IIPH
BBITIyCKe TIEpHOIMYECKH: M Kaxkaod 20-o# cepuyn Mnu He MeHee 1 pasa B roi. ITokasarens MOXeT OBITh
He BKJIIOUEH B cCepTHGHKAT aHaNK3a HHPMBL

IIpumedanne: [TpoayKT cooTBETCTBYET TpeboBanuam HJI

Opinion : APPROVED
3aximouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
INogrotosneno: Ranjeet | llpoBepeno: Santosh Kumar /Onobpeno; MeHemxep !/
: Maurya > Pyxosoaurens Abhishek Chauhan
= fll 2|
Reprint Date: Reprint Date: Reprint Date: “—~——
Hara: 26.04.2024 Hata: 26.04.2024 Jara: 26.04.2024

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: maii@drraddys.com
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Dr. Reddy's Laboratories Ltq,
Formulation Unit-6

Ce
Dr. Reddy’s ‘... Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJTA3A Page5 of 5/Ctp. 5 uz 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyximna®, rabnerky, 10KpuIThIe NIeHOYHOH 00vI04KOlH, 400 M + 325 Mr

Batch No / Cepusn No : V2400629 Batch Quantity / O6nem naptun : 720.95 Kg
Analytical Report No / AHaanTu4ecKknif oT4er Ne : Date of Analysis / laTa anann3sa: 26.04.2024
040002498401

Date of Manufacture / JJaTa npouzsoacrsa : (04/2024 Date of Expiry / Cpok roguocts : 03/2029

Analysis performed according ND / Auanuz nposeaen mo HJI[: TI N011252/01-160123

API name (INN) / e
Hauvenopanue ADC (MEH): Ibuprofen / Ubynpogen Paracetamol / TlapaneTamon
API manufacturer batch number / PIBM230460 1167/23-24

Homep cepun npouzBogurens ADC:

FP Manufacturer API Batch number /
Homep cepun cy6cTaHIHH FERA00049 FERAOQ0085

npousoauTeas I'JID:

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,

API Manufactured by & country / Limited, India / Conapa Dxtue ®apma | India / Illpu Kpumua
Hponseoputens ADC, cTpana: Caitencus Jumuten, Unans ®apmacsroruxanc JIta., Uaans

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanne: [Ipoaykt cooTBeTcTByeT TpeGopannam HJ | 3axmouenne: OIOBPEHO

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

lloaroros : Ranjeet | llposepeno: Santosh Kumar /OnobpeHo: Meyemiep /

Maurya @;; PyKOBonnTen?étihifh/ek hauhan
Reprint Date: Reprint Date: Reprint Date: i
Hara: 26.04.2024 Hara: 26.04.2024 Jara: 26.04.2024
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