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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyrimun®, 1a6AeTi, DOKPLIThLIC NIEHO4HOH 0605049 K0ii, 400 Mr + 325 Mr

Batch No / Cepiist Ne : V2302079

Batch Quantity / O6wem maprun : 765.4 Ko

040002282221

Analytical Report No / Auanuruvecknif oTuer No ;

Date of Analysis / lara anaausa: 22.11.2023

Date of Manufacture / laTa nponssojcrsa : 10/2023

Date of Expiry / Cpoxk roamoctn : 09/2028

Analysis performed according ND / Ananu3 uposeaen mo HJI: I1 N011252/01-160123

Ne  |Test/ Iokazarens

Results/ Pe3yabTaTsi

Specification / Hopma

the

cross-section. ./

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
Tabnerku|core at the cross-section. / TaGnerku

KancyNnoBHAHOH (OPMBI, NOKPBHITHIE
TuieHo4Hol 06oNoukoit OpaHXKeBOro
1IBET4, C PUCKOK Ha OIHOM CTODOHE;
H3a [IOTepe'lIoM  palpono AOPO
Gejtoro uBera.

Kancy/loBMAHOH  (QOPMBI,  MOKPEITHIE
TUICHOYHOH ~ 060JI0YKOH  OpaHKeBOro
LIBE€Ta, C PUCKOH Ha OAROH CTOpPOHE; Ha
TONCPCMIIOM Pa3Pe3c — Anpo OuUL U min
nouTH 6enoro npera.

2 Identification /
IMomnuuHoCTH

Complies as prescribed/
CooTsercTByeT

The retention times of the main peaks on
the chromatogram of the test solution
should correspond to the retention times

ibuprofen and paracetamol reference
standards solution (section Assay) /

BpemeHa ynep>XKHBaHUs OCHOBHBIX ITHKOB
Ha XpoMaTorpamme UCTIBITYEMOTO
pacTBopa  MO/DKHBI  COOTBETCTBOBATH
BpeMEHaM  YAEPXKHMBAHWS NMUKOB Ha
XpOMaTorpamMMe pacTBOpa CTaHAAPTHBIX
obpasuoB uHbynpodena W mapaneramona

of the peaks on the chromatogram af

Ipumeuanne: [Tpoayxt coorBeTcTBYeT TpeboBanuam HJT

(pazmen «KomuuecTBeHHOE
OInpeagneHie)
3 |Average tablets weight 973.6 mg/973.6 mr From 9409 mg to 999.1 mg
Cpenusst macca (970.0 mg+ 3.0 %) /
TabNeToK Or 9409 MI [0 999,1 MTI
(970,0 Mr +3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmouyenue: OJOBPEHO

Prepared by /
IoxroroeneHo: :
Parvesh Rana ,£

Checked by /
ITposepeHo: Santosh Kumar

Maurya (ﬁ

Approved by: Manager/Executive/

Onobpeno: Menemwxdp / PykoBogutens
Abhishek Chauhan

-

Reprint Date:.
Jara: 22.11.2023

Reprint Date:
Hara: 22.11.2023

Reprint Date:
Hata: 22.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €:¢

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOHKAT AHAJIA3A  Www.drreddys.com

Page2 of 6/ CTp. 2 u3 6

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

H6ykann®, Ta61eTKH, NOKPLITHIE ILIeHO4YHOi 060m0uKoi, 400 mr + 325 mr

Batch No / Cepust Ne : V2302079 Batch Quantity / O6bem napruu : 765.4 Kg
Analytical Report No / AHanuTHYecKHi oT4eT Ne : Date of Analysis / Jlata anaan3a: 22.11.2023
040002282221

Date of Manufacture / lata npoussogcrsa : 10/2023  |Date of Expiry / Cpok rognoctn : 09/2028

Analysis performed according ND / Anaan3s nposeaen no HJI: I1 N011252/01-160123

4 |Disintegration / 08 min 53 sec/ 08 MuH 53 cex
PacnagaemocTs

Not more than 30 min /
He 6Gonee 30 MuH

5 |Dissolution / 98 % To 101 %
PactBopeHHe '

94 % to 103 %

Not less than 70% (Q) of Ci3H;30;
(Ibuprofen) after 30 min /

He wMenee 70 % (Q) Ci3H;302
(ubynpoden) yepes 30 MHH

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

He wmémee 70 % (Q) CgHyNO;
(napauetamon) yepes 30 MUH

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanue: [Ipoaykr cootseTcTRYeT Tpebopanusam HJI | 3akmouenne: OOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
IToaroToBneHo: IIpoeepeno: Santosh Kumar Opobpeno: Mene, / PykoBoauTenb
Parvesh Rana ,ﬁ Maurya & Abhishek Chauhaflﬂ

__ e El
Reprint Date:. Reprint Date: Reprint Date: \
Jara: 22.11.2023 Jarta: 22.11.2023 Hara: 22.11.2023

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: L85135AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSI
CEPTHOHKAT AHAJTU3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

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

www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyknun®, TabaeTKH, NOKPLITEHIE IIEHOYHOIH 060a04K0ii, 400 Mr + 325 mr

Batch No / Cepua Ne : V2302079

Batch Quantity / O6bem saprTun : 765.4 Kg

040002282221

Analytical Report No / AnanuTH4eckuit oTyer Ne :

Date of Analysis / JlaTa ananu3a: 22.11.2023

Date of Manufacture / lata npoussoacrea : 10/2023

Date of Expiry / Cpok rognocts : 09/2028

Analysis performed according ND / Anasnu3 nposegex no HJI[: TTN011252/01-160123

6 |Related substances /

4-aminophenol (paracetamol impurity)

PoacreeHHbIe npuMecH 0.0001% - not more than 0.005 % /
Method 1 / Meton 1 4-amuHOeHO (MPUMECH TNapalieTamMmora)
- ve 6osiee 0,005 %
Method 2 / Metoz 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % /
JIrobas eNHHUYHAS IpPHUMECH
(ubynpodeHa un¥ NapaneTamona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.06% - not more than 0.7 % /
CymMa npumeceii (Meton 1 + Metopn 2)
- He 6onee 0,7 %
9 |Water/Bona 1.6% Not more than 5.0 % /
He 60nee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeyanne: [Ipoaykr cooTsercTByeT Tpebosanusm HII | 3akmoyenne: OJOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IogrotoBneHo: ITpoBepeno: Santosh Kumar | Opo6peno: Menemiepy Pyxopoaurens
Parvesh Rana i Maurya gﬁ. Abhishek Chauhan | \
Reprint Date:. Reprint Date: Reprint Date: ‘
Hara: 22.11.2023 Iara: 22.11.2023 Jara: 22.11.2023

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: L8B5155AP1984PLLC004507
www.drreddys.com




Dr.Reddy’s Q‘:‘
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Product: Ibuclin, ﬁlm—coated.tablets, 400 mg + 325 mg
HAOyxknun®, Ta0JeTKH, HOKPLITHIE INIEHOYHO#H 060104K0i1, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2302079 Batch Quantity / O6bem maptau : 765.4 Kg

Analytical Report No / AHannTH4ecknii oTyer No : Date of Analysis / JaTa ananu3sa: 22.11.2023

040002282221

Date of Manufacture / JlaTa npon3soacTsa : 10/2023  |Date of Expiry / Cpok rognocts : 09/2028

Analysis performed according ND / Ananus nposenen no HJI: T1N011252/01-160123

10 |Uniformity of dosage

umits /
OanoponHocTs
JIOBHPOBAHHUS

- Paracetamol/
mapaueTamont

- Ibuprofen /ubynpoden

Acceptance value (AV) should be not

1.6 more than 15.0 /

IToka3zaTtens npremiaeMocTd (AV) nomken
65ITH He Gonee 15,0

1.6 Acceptance value (AV) should be not
more than 15.0 /

[Toxazarens npueMieMocTd (AV) nomkeH
ObITE He Gonee 15,0

11 |Microbiological purity /
MiukpobHonoryueckas

yucrota*

a) Total aerobic
microbial count /
Obmee yncio

NA Not more than 1000 CEU/g /
He Gonee 1000 KOE/r

a3pobHBIX

MHKPOOpPTaHN3MOB

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

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

/ Ofmee yucio

JPOXOKEBBIX H

[JIECHEBBIX rpUOOB

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

1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanne: ITpoaykt cooTBeTcTBYeT TpeboBanuam HJI | 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
IToarorosnexo: [TpoBepeno: Santosh Kumar OpobpeHo: Meneep / PykoBoaurens
Parvesh Rana % Maurya Abhishek Chauhan \_
g o N\

Reprint Date:. Reprint Date: Reprint Date:
Jara: 22.11.2023 Hara: 22.11.2023 Hara: 22.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxnuu®, TabeTKH, NOKPhLIThIe IIeHO9HOH 06010uKoii, 400 mr + 325 mr

Batch No / Cepus Ne : V2302079

Batch Quantity / O6bem naptuu : 765.4 Kg

040002282221

Analytical Report No / Anaautudeckuii oryer No : Date of

Analysis / laTa anaausa: 22.11.2023

Date of Manufacture / Jlata nponssoacrsa : 10/2023  |Date of

Expiry / Cpok rognocts : 09/2028

Analysis performed according ND / Ananus nposegen mo HI: T1 N011252/01-160123

12 |Assay/
KonyuecTBeHHOE
omnpeneNcHUe

401.1 mg/401.1 Mr

329.39 mg/ 329.39 Mr

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

Ot 360,0 MIr 10 440,0 Mr C;3H, 50,
(ubynpoden) B Tabnerke

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

Or 292,5 mMr mo 357,5 mr CsHyNO;
(napaiietaMour) B TabJeTKe

13 | Package / Ynakogka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6nucTep. Ilo 1
bnucTepy B Mavyky KapTOHHYIO
BMECT€ C  MHCTpyKUMedl 1o
NPUMEHEHHUIO,

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / Ilo 10 Tabnerox B ITBX/Al
osmctep. ITo 1, 2 unu 20 6aucrepos B
na4yky KapTOHHYIO BMeECTe c
UHCTPYKIMEH 10 IPUMEHEHHIO.

14 | Labeling / Mapxnposka

According to ND. / B cootBetcThu ¢ HJL.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHnue ITpu Temneparype He Bblie 25 °C.
16 | Shelf'life / Cpok S years/ 5 ner
TOJHOCTH

* 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. / TTpaROAUTES NMPOHAROAUTENEM TIPW
BBIIYCKE MEPHOAMYECKH: AN KakaoH 20-o# cepum unM He mMenee 1 pasa B roa. [lokasaTenp MoXxeT GbITh
HE BKIIIOYEH B CEPTHQUKAT aHaNUu3a PUPMEL

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr cootBeTcTRYET TpeboBaHuAM HJJ

Opinion : APPROVED
3axmoyenue: OJJOBPEHO

Prepared by /
IloaroToBneHo:
Parvesh Rana {

Checked by /
[TpoBepeno: Santosh Kumar

Maurya @

Approved by: Manager/Executive/

Ono6peno: Menemxep | Pykosonurens
Abhishek Chauhan /
e

Reprint Date:.
Hara: 22.11.2023

Reprint Date:
Hata: 22.11.2023

Reprint Date:
Hara: 22.11.2023

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

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

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, TabnerkHn, MOKpbITHIE MJeHo4HO# 06on09Koii, 400 mr + 325 mr

Batch No / Cepus Ne : V2302079

Batch Quantity / O6nem napTuu : 765.4 Kg

040002282221

Analytical Report No / AHaanTRYecKH# oT4yeT No ¢

Date of Analysis / JlaTa anannsa: 22.1 1.2023

Date of Manufacture / lata mpousBoactsa : 10/2023

Date of Expiry / Cpok ropuocrs : 09/2028

Analysis performed according ND / Ananu3 nposegen mo HJI: ITN011252/01-160123

API name (INN) /
Haumvenopaune AOC (MHH):

Ibuprofen / U6ynpoden

Paracetamol / ITapanetamon

API manufacturer batch number /
Homep cepun npoH3BoanTE IS
AQC:

PIBM230355

0419/23-24

FP Manufacturer API Batch
number /

Homep cepun cybcTannuu
npoussoauTens IJID:

FEQA00449

FEQA00406

API Manufactured by & country /
Ipoussogutens APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
®apma Catiencus Jinmuren,
Wnpus

Sri Krishna Pharmaceuticals Ltd.,
India / Illpn Kpumna
®dapmacsrotukaic JIta., Unans

Remarks : The Product conforms to ND/ Opinion : APPROVED

ITpumeuanne: [Ipoaykr coorsercTByeT TpeboBanuam H] | 3akmodenne: OOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IloaroroBneHo: IIposepeno: Santosh Kumar Ono6pero: Menemep / Pykosoautens
Parvesh Rana Maurya D Abhishek Chauhan& \
Reprint Date:. Reprint Date: Reprint Date: b

Jarta: 22.11.2023 Hara: 22.11.2023 Hara: 22.11.2023

Registered Uttice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4500 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
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