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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyrnun®, Tabaerin, NOKPLITLIE IVIEHOYHO#H 060/104Koii, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2301721

Batch Quantity / O6bem mapTun : 776.0 Kg

040002106144

Analytical Report No / AHanuTHYeckuii oTder Ne :

Date of Analysis / JlaTa ananau3za: 15.09.2023

Date of Manufacture / lata mpoussoacrsa : Aug.2023

Date of Expiry / Cpok rogHocTH : Jul.2028

| Analysis performed according ND / Anaau3 nposesgen mo HJI: [1N011252/01-160123

N Test / IlokazaTeap

Results/ Pe3yJabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the  cross-section. ./  TabGnerku
KarncynoBHIHOH (OPMBI, TTOKPBITHIE
[IEHOYHOH 060JIOYKOH OpaHKEeBOro
[[BETA, C PHCKOH Ha OAHOI CTOpOHE;
Ha TIIONEpPeYHOM paspese — SApo
6esoro 1BeTA.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core al the cross-section. / TabGnerxu
KancyloBuiHOH  (QUpMblL,  LIOKPBITbIE
TUIEHOYHOH  00OJIOUKOM  OpaHXEeBoro
L(B€Ta, C PUCKOH Ha OAHOH CTOpOHE; Ha
[IONIEPEHHOM paszpese — JApo Oenoro wim
o4ty Henoro npera.

2 |Identification /
TMomIMHHOCTD

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) /

Bpemena ynepkuBaHUs OCHOBHEIX [THKOB
HA  XpoMaTorpamme HCTIBITYEMOT0
pacTBOpa  AOMDKHBEI  COOTBETCTBOBATH
BpeMEHAM  YIepPXKHBAHMS THKOB  Ha
XpoOMaTOrpaMMe PacTBOpa CTAHJAPTHBIX
obpasuor ubynpodena u napaueramona

Hpumeuanue: [Iponykr coorBeTcTBYET TpeGoBaHuaM HJI

{pazmen «KomuecTseHHoe
ONpeJiesIeHUE)
3 |Average tablets weight 969.9 mg / 969.9 Mr From 9409 mg to 999.1 mg
Cpennss Macca (970.0 mg = 3.0 %) /
Tabnerok Or 9409 wMr 1m0 9991 MD
(970,0 Mr + 3,0 %)
RemarKks : The Product conforms to ND/ Opinion : APPROVED

3akaroyenne: OJOBPEHO

Hara: 15.09.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToproToBneHo; IlpoeepeHo: Santosh Kumar Onobpero: Menepkey| / PykoBoanTens
Ankaj Maurya / Abhishek Chauhan

| ¥ £ \
T?_eprim' Nater Reprint Date: R.eprint Date:

Hara: 15.09.2023

JaTa: 15.09.2023

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
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CEPTHO®UKAT AHAJIM3A
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ﬁ’roduct: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxann®, Tabnerku, NOKphIThIe ICHOYHOH 060104Ko0if, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2301721

Batch Quantity / O6bem napruu : 776.0 K

040002106144

Analytical Report No / AnanuTu4eckuii oTuet No :

Date of Analysis / JlaTa anaan3a: 15.09.2023

Date of Manufacture / JlaTta npoussojcrTsa : Aug.2023

Date of Expiry / Cpok roguocty : Jul.2028

Analysis performed according ND / Ananu3s npoBegen o H/: [1N011252/01-160123

4 |Disintegration /
Pacmapaemocts

07 min 07 sec/ 07 mun 07 cek

Not more than 30 min /
He 6onee 30 Muun

5 |Dissolution /
Pactsopedue

96 % To 102 %

96 % to 100 %

Not less than 70% (Q) of C;3H;30;
(Tbuprofen) after 30 min /

He mewee 70 % (Q)
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) of CsHgNO,
(Paracetamol) after 30 min /
He wmemee 70 % (Q)
(mapaueramosn) vepes 30 MHH

Ci13H 1502

CsHoNO,

Remarks : The Product conforms to ND/
IIpumeyanue: Ilponykr cooTBeTcTBYET TpeboBanusam H]L

Opinion : APPROVED
3akmoyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
INoaroToBaeno: IlpoBepeHo: Santosh Kumar Ono6peHo: Menemxkep / Pykosoaurens
Ankaj @‘, - Maurya (@\/ Abhishek Chauhan L k

- o y A\
R.eprint Date;. Reprint Date: P.eprint Date:
Hara: 15.09.2023 Hara: 15.09.2023 Hara: 15.09.2023

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 /' 0 Ciooc fom
CEPTHO®HKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykauu®, Ta6iaeTkH, MOKPLITHIE ILIeHOYHOH 060104K0i, 400 mr + 325 Mr

Batch No / Cepna Ne : V2301721

Batch Quantity / O6sem naptan : 776.0 Ko

Analytical Report No / AHamuTudeckni order Ne :
040002106144

Date of Analysis / lara ananusa: 15.09.2023

Date of Manufacture / lata nponzeogcrsa : Aug.2023

Date of Expiry / Cpok roanocTu : Jul.2028

Analysis performed according ND / Ananns nposesen no HJI: [1 N011252/01-160123

6 |Related substances / :
PoncraenHblie npuMecH 0.0001%
Method 1/ Meton 1

(ITP =6983)

Method 2 / Meton 2 Below BDL (BDL~ 6983) / Huxe
nopora peruerpaliy paracetamol) - not more than

4-aminophenol (paracetamol i
- not more than 0.005 % /

- ge Gonee 0,005 %

Trobas eUHAYHASA

Bonee 0,3 %

- not more than 0.7 %/

4-avunodeHon (MpUMech napaleTamoa)

Any individual impurity (ibuprofen or

(uGynpodena unH napaueramMosa) - He

Total impurities (Method 1+ Method 2)

Cymma npumeceii (Meton 1 + Merox 2)

mpurity)

03% I
npuMech

0.0001% - He Bonee 0,7 %
9 |Water/Bona 1.8% Not more than 5.0 % /
He 6o1nee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumedanue: IIpoaykT cooteTcTByeT TpebopanusaM HJI | 3axmoyenne: OIOBPEHO

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

IToarotoBneno: IMTpoeepeno: Santosh Kumar Oa06peno: Menelpkep / PykosoanTens

Ankaj ) Maurya @{\4 ' Abhishek Chauhar )
R 3 )\

Reprint Dale: Reprint Dale: Reptiul Dale. )

Jara: 15.09.2023 Hara: 15.09.2023 Jara: 15.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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 www.drreddys.com
CEPTHOHKAT AHAJTHM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, Tabierkn, NOKPLITHIE IIeHo4Hol 060m0tuKoii, 400 mr + 325 mr

[Batch No / Cepus Ne : V2301721

Batch Quantity / Oosem mapTuu : 776.0 K

040002106144

Analytical Report No / AnanuTn4eckdii oTder Ne :

Date of Analysis / laTa asanu3sa: 15.09.2023

Date of Manufacture / lata npoussoscrsa : Aug.2023

Date of Expiry/ Cpok roanocts : Jul.2028

Analysis performed according ND / Anann3 nposeaen no H/I: [T N011252/01-160123

10 |Uniformity of dosage

units /

OnHoponHoCTE Acceptance value (AV) should be not

H03UpOBaHUA © 09 more than 15.0 /

- Ibuprofen /u6ynpocen [Mokazarens npueMneMocty (AV) nomxken
6biTh He Gonee 15,0

- Paracetamol/ 0.9 Acceptance value (AV) should be not

napareraMmos more than 15.0 /
INoxasatens npuemiaeMoctd (AV) Romked
65b1TH He Gosee 15,0

11 |Microbiological purity /

Mrukpo6Honoraueckas

qyucrora*

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

microbial count / He 6onee 1000 KOE/r

Obiuee yucno

a3pobHBIX

MHKPOOPTaHH3MOB

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

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

/ Ob1uee vucno

JPOAOKEBBIX U

TIJIECHEBBIX TpUbOB

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

ir

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTseTcTBYeT TpeboBanusm HJJ

Opinion : APPROVED
3akmiouenne: OJJOBPEHO

Jara: 15.09.2023

Hara: 15.09.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToRNEHO: IpoeepeHo: Santosh Kumar | Onzobpeno: Menemxkep /|PykoBoaurens
Ankaj ﬁ/ Maurya & Abhishek Chauhan (
Reprint Date:. Reprint Date: Reprint Date:

Hata: 15.09.2023

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: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Salan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS . drreddys.com

CEPTHOHUKAT AHAJII

13A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
j@y:muu@, TablIeTKH, TOKPLITHIE IIJ1eHOYHOH oGonoukoii, 400 Mr + 325 Mr
Batch No / Cepua Ne : V2301721 Batch Quantity / O6bem naptnu : 776.0 Kg
Analytical Report No / AnanuTHYeckuii oryer Ne : Date of Analysis / JaTa anann3a: 15.09.2023
040002106144
Date of Manufacture / Jlata npoussoacrsa : Aug.2023 |Date of Expiry / Cpox rojiHocTs : Jul.2028
Analysis performed according ND / Auanus nposeaen no HJL: IT N011252/01-160123
12 |Assay/ 393.6 mg/393.6 Mmr From 360.0 to 440.0 mg of C;3H;s0:
KonuuecTBeHHOE (Tbuprofen) per tablet /
onpexeneHne Or 360,0 mr mo 440,0 mr Ci;3H;s0;
(ubynpocden) B Tabnerke
324.28 mg/ 324.28 mr* From 292.5 to 357.5 mg of CgHyNO,
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHyNO;
(napawueramo) B TabJeTke
13 | Package / YnaKkoska 10 tablets in PVC/AI blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / Ilo 10 [in a carton. / [To 10 Ta6nerox B TIBX/Al
tabnerox B [IBX/Al 6auctep. [To 1 |6nuctep. [lo 1, 2 unu 20 6auctepos B
6nMcTEpY B [A4Ky KapTOHHYIO |Iadky KAPTOHHYIO BMecTe c
BMECTe C  MHCTPYKOMEH II0 |HHCTPYKUMEH [0 MPEMEHECHHIO.
TIPUMEHEHHIO.
14 | Labeling / Mapxuposka| According to ND. / B coorsercteuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaneHne Ipu Temmeparype He Bbiwe 25 °C.
16 | Shelf'life / Cpox 5 years /5 net
COIHOCTH

* 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. / IIpoBoAHTCS IPOM3BOAMTENEM TPH
BBINYCKE TMEPHOAUHECKU: JUIst Kakod 20-0# cepHU MM HE MEHEE 1 pasa B rox. IlokaszaTens MOXeET OLITh
He BKJIOYEH B cepTudUKaT aHanu3a QUpMBI

Remarks : The Product conforms to ND/
IIpumeyanne: [Ipoaykt cooTBeTcTByeT TpebopanuaM HIO

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Mana er/Executive/
[loarotopnerio: I[Iposeperno: Santosh Kumar Onofipern Meresxdp / PyKoROINTEND
Arkaj [fy Maurya Abhishek Chauhan t

Reprint Date:. Reprint Date: Reprint Date:

Hata: 15.09.2023 Hata: 15.09.2023 Iara: 15.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
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 .\ drreddys.com

CEPTHOHKAT AHATH3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabieTkH, NOKPLIThIE IVIeHoYHOMH 060104uKoil, 400 mr + 325 Mr

Batch No / Cepust Ne : V2301721

Batch Quantity / O6bem naptin : 776.0 K

040002106144

Analytical Report No / AHaqaTHYecKuHi oT4yeT No :

Date of Analysis / laTa aHaau3a: 15.09.2023

Date of Manufacture / JlaTa npouseogerea : Aug.2023

Date of Expiry / Cpox ropnocts : Jul.2028

| Analysis performed according ND / Ananu3s nposesen mo HJI: ITNO1 1252/01-160123

| API name (INN) /
Haumenoanue A®C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / ITapaneramon

API manufacturer batch number /
Homep cepun NpOH3BOIHTENS
ADC:

PIBM230171

5046/22-23, 4056/23-24

FP Manufacturer API Batch
number /

Homep cepuu cybcTaHIHH
npouspeanTens I'JIdD:

FEQA00295

FEQA00190, FEQA00241

API Manufactured by & country/
IIponzBoantenn ADC, crpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa OkTHB
®apma Caiiencus Jlumures,
Hunns

Sri Krishna Pharmaceuticals Ltd.,
India / [lIpu Kpuixa
®apmaceiotukaic JIta., Maaus

Remarks : The Product conforms to ND/ Opinion : APPROVED

TIpumeuanue: [Iponykr cooTeTcTBYeT Tpedosanusm H] | 3awmouenne: OTOBPEHO

Prepared by / Checked by / Approved by: Managg¢r/Executive/
Ilogrorosaeyo: [poBepero: Santosh Kumar Onobpeno: Menepxep / Pykosoanrens
Ankaj ‘t‘/ Maurya @Z_ Abhishek Chauhan Q

PRoprint Date:. Reprint Date: Reprint Dvate;

Jara: 15.09.2023 Hara: 15.09.2023 Hara: 15.09.2023

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




