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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HUO6ykauH®, TabieTKH, NOKPLITHIE IIEHOYHOMH 000104K0H, 400 M + 325 Mr

Batch No / Cepust Ne : V2301816

Batch Quantity / O6bem naptuu : 762.2 Kg

040002116443

Analytical Report No / AHaauTuuecknii oTder No :

Date of Analysis / aTa anann3a: 19.09.2023

Date of Manufacture / Jata npouszBoactsa : 08/2023

Date of Expiry / Cpok rogaocr : 07/2028

Analysis performed according ND / Ananus nposegen no HJI: II N011252/01-160123

Ne Test / IToxkaszarean

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the  cross-section../  Tabnerku
KANCYJOBHAHOH (OpPMEI, HOKPBLITHIE
MJIEHOYHOH 060I0YKOH OpaHXKeBOTro
IIBETA, C PUCKOH Ha OJHOH CTOPOHE;
Ha TMOIEepeyHOM paspese — sAApo
Georo UBeTA.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KalcyJoBUAHOH  (GOpMBI,  HOKpHLITHIE
IUICHOYHOH  0OONOYKOH  OpaHXXeBOro
[[BeTa, C PUCKOI Ha OAHOH CTOpPOHE; Ha
HIoTlepeYHoM paspese — aapo Oeloro unu
ouTH OeJIoro LBETA.

2 |Identification /
IonmuuuOCTh

Complies as prescribed/
CoOOTBETCTBYET

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 yaep)XHBaHHUs OCHOBHBIX IHKOB
Ha XpoMaTorpaMme UCTIBITYEMOTO
pacTBOopa  JIOJDKHBI ~ COOTBETCTBOBATh
BpeMEHaM  YJepXKMBaHMA IIMKOB Ha
XpoMaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpasuor ubynpodeHa M napaleTaMmosia
(pazmen «KonuyecTBeHHOE
OIIpEieNIEHHEY)

3 |Average tablets weight
Cpennsis Macca
TabneTox

970.3 mg/ 970.3 Mr

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

(970,0 Mr + 3,0 %)

mg

999,1 ML

pi(e]

Remarks : The Product conforms to ND/
IIpumeuanue: [TponykT coorBercTByet TpebopanusaM HJI

Opinion : APPROVED
3akmouenune: OJOBPEHO

Jata: 01.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: IIposepeno: Santosh Kumar Onobpeno: Menemxep / Pykosoautenb
Pravesh Rana Maurya (A Manoj Kumar

Reprint Date:. Reprint Date: Reprint Date:

Jara: 01.12.2023

Jarta: 01.12.2023

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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Dr. Reddy's Laboratories Ltd.

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
H6ykaun®, TabaeTKH, HOKPLITHIE NIeHOYHOH 060104K0i, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2301816

Batch Quantity / O6bem napTun : 762.2 Kg

040002116443

Analytical Report No / AHanuTH4YecKH i oTueT No :

Date of Analysis / [laTta anaan3a: 19.09.2023

Date of Manufacture / lata mpon3soacrna : 08/2023

Date of Expiry / Cpok roguocrn : 07/2028

Analysis performed according ND / Anann3 nposenen nmo HJI: [1N011252/01-160123

4 |Disintegration /
PacnanaemocTth

06 min 01 sec/ 06 mun 01 cek

Not more than 30 min /
He 6omnee 30 Mmun

5 |Dissolution /
PactBopeHue

98 % To 102 %

100 % to 104 %

Not less than 70% (Q) of Ci3HisO:
(Ibuprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpoden) yepes 30 MuH

Not less than 70% (Q) of CsHyNO;
(Paracetamol) after 30 min /
He wMmenee 70 % (Q)
(napaneTtamon) depe3 30 MUH

Ci3H 15302

CsHyNO,

Remarks : The Product conforms to ND/
Hpumeuanue: [Tpoaykt coorBeTcTBYeT TpeboBanuam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
IloarorogJjeHo:
Pravesh Rana

Checked by /
[Ipoeepeno: Santosh Kumar

Q/i Maurya (YL

Approved by: Manager/Executive/
Ono6peno: Menemxep / Pykosoaurens
Manoj Kumar

Reprint Date:.
Jara: 01.12.2023

Reprint Date:
Jata: 01.12.2023

Reprint Date:
Hata: 01.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emait: mail@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 yyu, drreddys.com
CEPTH®UKAT AHAJIH3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanu®, TabaeTKH, IOKPbIThIE MIeHOYHOH 060/104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301816

Batch Quantity / O6pem mapTun : 762.2 Kg

040002116443

Analytical Report No / Ananutuyeckuii oraer No :

Date of Analysis / laTa anaausa: 19.09.2023

Date of Manufacture / Jlata npoussoactsa : 08/2023

Date of Expiry / Cpok rogsocts : 07/2028

Analysis performed according ND / Anasu3 nposeaen no HJI: TTN011252/01-160123

6 |Related substances /
Poncreennsie npumecu
Method 1/ Mertogn 1

Method 2 / Meton 2

0.0001%

Below BDL (BDL= 6883) / Huxe

ropora perucTpaniu

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

- "e 6onee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //

(ITP =6883) Jobas eqMHUYHAs pUMECh
(ubympodeHa Wnu NapalieTamMona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
- not more than 0.7 % /
Cymma npumeceit (Metog 1 + Meron 2)

0.0001% - He 6onee 0,7 %
9 |Water/ Bona 1.6% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeyanue: [1poaykT cooTBeTcTBYET TpeboBanuaM H/J

Opinion : APPROVED
Zakmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[loarorosneno: [TposepeHo: Santosh Kumar Ono6peno: Menemxkep / Pykosoaurens
Pravesh Rana Maurya 04\- Manoj Kumar

Reprint Date:, Reprint Date: Reprint Date:

Hata: 01.12.2023 Jara: 01.12.2023 Jara: 01.12.2023

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
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS yyw drreddys.com
CEPTH®HUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabaeTKH, NOKPHITHIE INIEHOUHOH 0005104K0i#i, 400 Mr + 325 mr

Batch No / Cepus Ne: V2301816

Batch Quantity / O6bem napruu : 762.2 Kg

040002116443

Analytical Report No / AnaauTuvecknii oTyer Ne :

Date of Analysis / [laTa ananu3za: 19.09.2023

Date of Manufacture / laTta npoussoacrsa : 08/2023

Date of Expiry / Cpok rognocts : 07/2028

Analysis performed according ND / Anasin3 nposesen mo HJI: 11 N011252/01-160123

10 |Uniformity of dosage

units /

OnxHOPOAHOCTH Acceptance value (AV) should be not

JIO3UPOBAHUS 2.2 more than 15.0 /

- Ibuprofen /ubynpoden IToxazarens npuemiieMocTH (AV) JoKeH
ObITH He bosee 15,0

- Paracetamol/ 1.2 Acceptance value (AV) should be not

napaneramont more than 15.0 /
ITokazarens npuemnaeMocTd (AV) gomkeH
ObITE He Ooee 15,0

11 |Microbiological purity /

Muxkpobuonoruieckas

yucToTa*

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

microbial count / He 6o1ee 1000 KOE/r

O61wee yucio

a3poOHBIX

MUKPOOPTaHU3MOB

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

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

/ Oburee aucno

JIPOXKEBBIX U

TJIECHEBBIX TPUOOB

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

1r

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr cooTBeTcTBYeT TpeboBanusm HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Jala. 01.12.2023

Hata. 01.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
ITogrorosneHo: [TpoBepeHo: Santosh Kumar Onob6peno: Menemxep / PykoBoautens
Pravesh Rana Maurya Manoj Kumar

=
Reprint Date:. Reprint Date: Reprint Date:

Jata: 01.12.2023
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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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS yww.drreddys.com
CEPTHOUKAT AHAJIM3A
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykann®, TabJeTKH, IOKPhIThIE ILIeHOYHOH 000104K0i, 400 mr + 325 mr

Batch No / Cepust Ne : V2301816

Batch Quantity / O6beM nmaptuu : 762.2 Kg

040002116443

Analytical Report No / AHajnuTH4YecKHii oTdeT Ne : Date of

Analysis / laTa ananmsa: 19.09.2023

Date of Manufacture / lata npoussoactsa : 08/2023  |Date of

Expiry / Cpok rogsocts : 07/2028

Analysis performed according ND / Ananu3 nposenen no HJI: [T NO1 1252/01-160123

12 |Assay/

OIMpEeACIICHUE

KonnuecTBeHHOE

389.5 mg/389.5 mr

326.77 mg/ 326.77 mr

From 360.0 to 440.0 mg of Ci3H;30:
(Ibuprofen) per tablet /

Ot 360,0 mMr no 440,0 mr Ci;3sHis0;
(ubynpoden) B TabneTke

From 292.5 to 357.5 mg of CgHoNO;
(Paracetamol) per tablet /

Or 292,5 mr gmo 357,5 mr CsHoNO;
(mapatieTaMol) B TabneTKe

13 | Package / YniakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabierok B [IBX/Al 6auctep. Io 1
OMucTepy B MauKy KapTOHHYIO
BMeCTe C  MHCTpyKOueH 1o
TIPUMEHEHHIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / [Io 10 Tabnerox B [IBX/Al
6mucrep. Ilo 1, 2 unu 20 61ucTepoB B
HauKy KapTOHHYIO BMeCTe C
HHCTpYKIMEH 0 IPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootBerctBuu ¢ HJL.

XpaHenue

15 | Storage conditions /

At temperature not more than 25 °C. /

ITpu temneparype He Boiiue 25 °C.

IrOJAHOCTH

16 | Shelf life / Cpoxk

5 years /5 ner

* 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 NPOU3BOAUTENIEM NIPH
BBIYCKE NEPUONMYECKHU: Ul Kok 20-0i cepuu win He MeHee 1 pasa B rof. IlokazaTens MoxeT ObITh
HE BKJIFOYEH B cepTU(HUKAT aHaM3a GUPMBI

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusM HIL

Opinion : APPROVED
Zakmouenue: OMOBPEHO

Prepared by /
[ToarorosneHo:
Pravesh Rana

{

Checked by /
[Tpoepeno: Santosh Kumar
Maurya Q?

Approved by: Manager/Executive/
Ono6peno: Menenxep / Pykosonurens
Manoj Kumar

Reprint Date:.
Jara: 01.12.2023

Reprint Date:
Hara: 01.12.2023

Reprint Date:
JHara: 01.12.2023

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
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
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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
M6yxknuH®, TabeTKH, IOKPLITHIE MIEHOYHOH 000/104K0i, 400 Mr + 325 mMr

Batch No / Cepus Ne : V2301816

Batch Quantity / O6nem naptuu : 762.2 Kg

040002116443

Analytical Report No / AnanuTudeckuii oTder Ne :

Date of Analysis / JlaTta anammza: 19.09.2023

Date of Manufacture / JlaTta npoussoacrsa : 08/2023

Date of Expiry / Cpok rogsocts : 07/2028

Analysis performed according ND / Anaius nposenen no HJI: TIN011252/01-160123

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

Ibuprofen / U6ynpoden

Paracetamol / [lapanetamon

API manufacturer batch number /
HoMep cepuu NpoM3BOAUTEJIS
ADC:

PIBM230171, PIBM230173

4057/23-24

FP Manufacturer API Batch
number /

Homep cepun cyGeTannuu
npoussoautens I'JID:

FEQAO00295, FEQA00296

FEQA00242

API Manufactured by & country /
Ipounzsogurtens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa OKTuB
®apma Caitencus Jlumuren,
Hupus

Sri Krishna Pharmaceuticals Ltd.,
India / IlIpu Kpuina
®apmaceiotukanc Jita., Uapus

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akmovyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[TogrorosneHo: [posepeno: Santosh Kumar Onmo6peno: Menemxkep / PykoBoaurens
Pravesh Rana ' Maurya '?’(’ Manoj Kumar

Reprint Date:. Reprint Date: Reprint Date:

Hara: 01.12.2023 Hara. 01.12.2023 Hata: 01.12.2023
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