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CEPTUGUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxans®, TabueTkH, NOKPHIThIE I1eHOYHOM 0060104K0#, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302069

Batch Quantity / O6bem maptun : 761.24 Kg

040002276954

Analytical Report No / AHanuTH4eckuii oTyer Ne :

Date of Analysis / /laTa ananu3a: 17.11.2023

Date of Manufacture / JlaTta npouszsoactsa : 10/2023

Date of Expiry / Cpok roxuaoctn : 09/2028

Analysis performed according ND / Ananus nposeaen mo HJL: TIN011252/01-160123

Ne

Test / Iloka3zaTenan

Results/ PesyabTaTsl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KalCyJNOBUAHON (HOPMBI, MOKPLIThIE
TJIEeHOYHOH 060JI04KOH opaHikesoro
LBETA, C PUCKOIl Ha OJHOH CTOpPOHE;
Ha IIONEPEYHOM paspese — SApo
6enoro ugeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KancyJnoBuAHOH  (QOPMBI,  IOKpBITHIE
NeHo4HOW  00O0JIOUKOH  OpaHXeBoro
[[BETA, C PHCKOH Ha ONHOH CTOpPOHE; Ha
MONEpPEeHHOM paspese — AApo 6esnoro unu
noutH 6eyoro 1BeTa.

2 |Identification /
TloanunHOCTH

Complies as prescribed/
CoorseTcTBYET

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 ynepXuBaHdsl OCHOBHBIX TTHKOB
Ha  Xpomarorpamme HCTIBITYEMOTO
pacTBopa  OO/DKHbl  COOTBETCTBOBATEH
BpEMEHaM  YOep)KMBAHUS [HKOB  Ha
XpoMaTorpaMMe pacTBOpa CTaHIAPTHEIX
obpasnoB ubynpodeHa 1 napaueramona
(pa3nen «KonuyecTBEHHOE
ONpENENEHHE)

TabneToK

3 | Average tablets weight
+ |Cpennsist macca

972.7 mg/ 972.7 mr

From 9409 mg to 999.1
(970.0 mg+£3.0 %) /
Or 940,9 wmr

(970,0 Mr+ 3,0 %)

mg

bi (o) 999,1 MI

Remarks : The Product conforms to ND/
Ipumeuanne: Hpoayxr coorsercreyet TpeGosanusm HJI

Opinion : APPROVED
3akmoyenue: OJJIOBPEHO

Hara: 17.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IloarororneHo: [Iposepeno; Rama Kant Opnobpeno: Menenxep / Pykoso 1B
Parvesh Rana /i/ Manoj Kumar M

: =
Reprint Date:. Reprint Date: Reprint Date:

Hata: 17.11.2023

Hara: 17.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2960, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com

CIN: 185195AP1584PLC004507
www.drreddys.ccm
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Dr. Reddy's Laboratories Lid,
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS .\ drreddys.com
CEPTUOHKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyana®, Tabaerks, HoKpbITLIe IL1eH04HOoH 060104K0i, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2302069

Batch Quantity / O6bem napruu : 761.24 Kg

Analytical Report No / AnanaTndeckuii oraer Ne :
040002276954

Date of Analysis / JlaTa aganusa: 17.11.2023

Date of Manufacture / lata npoussogcrea : 10/2023

Date of Expiry / Cpox roguocrs : 09/2028

Analysis performed according ND / Ananu3 nposegen mo HJI: T1 N011252/01-160123

Disintegration /
Pacnagaemocts

07 min 15 sec/ 07 MuH 15 cek

Not more than 30 min /
He 6onee 30 Mun

Dissolution /
Pactsopeniie

98 % To 100 %

98 % to 102 %

Not less than 70% (Q) of CisH;30;
(Tbuprofen) after 30 min /

He wmemee 70 % (Q) CiHpO,
(u6ynpodesn) uepes 30 MuH

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

He wmenee 70 % (Q) GCsHyNO,
(napaueramon) uepes 30 MUH

Remarks : The Product conforms to ND/
IIpumeuanne: [TporyxT coorsercTByeT Tpebopaumnam HI

Opinion : APPROVED
3axmwouenue: OJJOGPEHO

Prepared by / Checked by /
IloxrorosneHo: Tpoeepeno: Rama Kant
Parvesh Rana ﬁ W

Approved by: Manager/Executive/

Omnobpeno: Menemxep / Pyxoso guresnb
Manoj Kumar @J

Reprint Date:.
Hara: 17.11.2023

Reprint Date:
Hara: 17.11.2023

Reprint Date:
JlaTa: 17.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com

CIN: L85195AP1584PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd,

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS .\, drreddys.com
CEPTHOHUKAT AHAJIA3A

Page30of6/Crp.3 u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykana®, TabaeTkH, MOKPLIThHIE MeHo4 ol 060304K0i, 400 mr + 325 mr

Batch No / Cepusi Ne : V2302069

Batch Quantity / O6bem mapThH : 761.24 K.

040002276954

Analytical Report No / AHaamTHyecKknii oTyeT Ne :

Date of Analysis / laTa anann3a: 17.11.2023

Date of Manufacture / lata npouzseacrsa : 10/2023

Date of Expiry / Cpox rogsocts : 09/2028

Analysis performed according ND / Anaans nposeaes no HJI: I1 NO1 1252/01-160123

6 |Related substances /

0.0002%

4-aminophenol (paracetamol impurity)

PoncTBeHHbIE NPHMECH - not more than 0.005 % /

Method 1/ Meton 1 4-amunHOGbEHON (MpUMECE NTapalleTaM oJa)
- He 6onee 0,005 %

Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jhobas eAMHHYHAs NPHMEChH
(ubynpodena mwIM NapaneraMosia) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.06% - not more than 0.7 % /
Cymma npumecet (Meton 1 + Merog 2)
- He 6onee 0,7 %
9 |Water/Boga 1.5% Not more than 5.0 % /

He Gonee 5,0 %

Remarks : The Product conforms to ND/

Hpumeyanue: [1poaykT cooTBeTcTBYET Tpebopanuam HJL

Opinion : APPROVED
3akmaouenue: OJJOEPEHO

Picpaicd Ly / Clicihed Ly / Approved by, Mauagey/Eaceulive/

[ToarorosneHo: L/ IlpoBepeno: Rama Kant Opobpeno: Menemxep / PykoBpauTens

Parvesh Rana ¢ -| Manoj Kumar @l
@uleact

Reprint Date:. Reprint Date: Reprint Date:

Jara: 17.11.2023 Hata: 17.11.2023 Hara: 17.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4900 2993, Email: mail@drreddys.com
CIN: LB5195AP1984PLC004507

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDtA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS . drreddys.com
CEPTHOHKAT AHAJIH3A

Paged of 6 /CTp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauH®, Ta61eTKH, MOKPHIThHIE NIeHOYHO 060104K0i, 400 Mr + 325 Mr

Batch No / Cepns Ne : V2302069

Batch Quantity / O6bem naptun : 761.24 K

Analytical Report No / AranaTiuyeckuii oTyer Ne
040002276954

Date of Analysis / lata ananusa: 17.11.2023

Date of Manufacture / JlaTa npoussoacrea : 10/2023

Date of Expiry / Cpok roanocts : 09/2028

Analysis performed according ND / Anasiv3 nposegen no HJI: [T N011252/01-160123

10 |Uniformity of dosage

units /

OAaHOpPOAHOCTh Acceptance value (AV) should be not

JIO3UPOBaHUS 1.2 more than 15.0 /

- Ibuprofen /ubynpoden Tokazarens npuemitemocty (AV) posmkeH
6bITh He 6onee 15,0

- Paracetamol/ 1.3 Acceptance value (AV) should be not

napayeTamMmo more than 15.0 /
INoxazaress npueMireMocT (AV) TOTxeH
6b1Th HE Bonee 15,0

11 |Microbiological purity /

Mukpobuonoru4eckas

yncrota*

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

microbial count / He 6onee 1000 KOE/r

Obinee uucno

a3poOHBIX

MHUKpPOOPTaHU3MOB

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

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

/ Obuiee gucno

JPOMOKEBBIX H

IUTECHEBEIX TpUOOB

c) E. coli NA Shall be absent in lg / OrcyTcTBHE B

ir

Remarks : The Product conforms to ND/
IIpumeyanue: [poaykr coorsercrayet Tpebosanusm HJII

Opinion : APPROVED
3axiarouenue: OJJOBPEHO

Prepared by / 1 Checked by / Approved by: Manager/Executive/
[loprotoBneso: A [TpoBepeHo: Rama Kant Opo6peno: Menemxep / PyKOBoAHTENb
Parvesh Rana - % ﬂ- Manoj Kumar @é

Reprint Date:. Reprint Date: ' Reprint Date:

Hara: 17.11.2023 Hara: 17.11.2023 Jlara: 17.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com
CIN: L85195AP1584PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill, ¥hol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS | drreddys.com
CEPTUDUKAT AHAJIFIZA

Page 50f6/CTp. 5 43 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yann®, TabaeTkH, NOKPLITEIC MieHoyHoii 06onoukoif, 400 mr + 325 mMr
Batch No / Cepust Ne : V2302069 Batch Quantity / O6bem naprun : 761.24 Kg
Analytical Report No / AHanHTHYecKHiH 0TYeT No Date of Analysis / Jlata ananusa: 17.11.2023
040002276954
Date of Manufacture / Jlata npon3zsojctsa : 10/2023  |Date of Expiry / Cpok rognHocTs : 09/2028
Analysis performed according ND / Ananus nposeaen no HJL: IT N011252/01-160123
12 |Assay/ 396.2 mg/396.2 Mr From 360.0 to 440.0 mg of C;3H;0;
KoniuecTBeHHOE (Tbuprofen) per tablet /
onpeneseHue Or 360,0 mr po 440,0 mMr CjaHu0;
(nbynpoden) 8 Tabnerke
326.00 mg / 326.00 Mr From 292.5 to 357.5 mg of CzHsNO;
(Paracetamol) per tablet /
Or 2925 mr pmo 357,5 mr CgHaNO;
(napaueramon) B Tabnetke
13 | Package/ YiakoBka |10 tablets in PVC/Al 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. / IMo 10 |in a carton. / Ilo 10 Tabnetok B [IBX/Al
tabnetok B [IBX/Al 6nuctep. [To 1 |6smctep. Tlo 1, 2 unu 20 6iuctepos B
6nucTepy B Mauky KapTOHHYKO |Mavky KapTOHHYO BMECTE c
BMECTE C  HMHCTPYKUMeH WO |MHCTpyKUHMEH Mo MPHMEHEHHUIO.
NPHMEHEHHIO.
14 | Labeling / Mapxuposka| According to ND. / B coorserctsun ¢ HJL
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Ipu Temnepatype He Bolile 25 °C.
16 | Sheif life / Cpox 5 years / 5 ner
COJHOCTH

* 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 NpPOU3BOAUTENEM MPU
BBINYCKE NEPUOAMYECKH: [V Kaxao# 20-o# cepud unu He MeHee 1 pasa B roj. [MTokazaTens MOXET ObITh
He BKIIOYEH B cepTH(OUKAT aHaMM3a GUpMbI

Remarks : The Product conforms to ND/
IIpumeuanne: [IpogykT cootseTcTBYET Tpebosanuam HIL

Opinion : APPROVED
3axkaoyenne: OJJOBPEHO

Prepared by /
IlonroroBieHo:
Parvesh Rana

’

Checked by /
ITpoBepeno: Rama Kant

Rt

Appraved hy: Manager/Executive/

Onobpeno: Menemxep / Pykosoautens
Manoj Kumar & 2 . Q

B

Reprint Date:.
Jara: 17.11.2023

Reprint Date:
Hara: 17.11.2023

Reprint Date:
Jlara: 17.11.2023

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

CIN: L85195AP1584PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHDOHKAT AHAJTM3A

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

Page 6 of 6 / Cp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yKkana®, TabJeTKH, IOKPLITHIE IIEHOYHOH 060.104uK0ii, 400 Mr + 325 Mr

Batch No / Cepust N : V2302069

Batch Quantity / O6nem mapTun : 761.24 Kg

040002276954

Analytical Report No / AHaauTHuYeckuii oTeT No :

Date of Analysis / lata ananusa: 17.11.2023

Date of Manufacture / JlaTa npousBogcTsa : 10/2023

Date of Expiry / Cpok rogHocts : 09/2028

Analysis performed according ND / Ananu3s nposenen no HJI: 1 N011252/01-160123

API name (INN) /
Haumenopanue A®C (MHH):

Ibuprofen / H6ynpoden

Paracetamol / [Tapanetamon

API manufacturer batch number /
Homep cepun npouM3BOAUTENSA
ADC:

PIBM230355

0419/23-24, 0290/23-24

FP Manufacturer API Batch
number /

Homep cepuu cyOcTaHumy
nponasoguTens I'JID:

FEQA00449

FEQA00406, FEQA00436

API Manufactured by & country /
Ipouzsogurens APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa 3KTHB
®apma Catiercus Jlumuren,
Hnnus

Sri Krishna Pharmaceuticals Ltd.,
India / Hpu Kpuuua
dapmacsiotukanc JIita., Moaus

Remarks : The Product conforms to ND/
Ipumeuaune: Iponykr coorseTcTByeT TpeboBanmsam HJT

Opinion : APPROVED
3akmouenne: OJIOBPEHO

Prepared by /
IloarotosneHo:
Parvesh Rana

Checked by /
ITposepeno: Rama Kant

Approved by: Manager/Executive/

Opo6peHo: Menemxep / PYKoBOAHTEND
Manoj Kumar @ﬁg

Reprint Date:.
Hara: 17.11.2023

Reprint Date:
Hara: 17.11.2023

Ruput

Reprint Date:

Jara: 17.11.2023

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: L85195AP1984PLC004507
www.drreddys.ccm




