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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 i drreddys.com
CEPTHOUKAT AHAJIN3A

Page1of6/Ctp. 1436

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HoykauH®, TabIeTKH, IOKPLIThIE IJIeHOYHOI 0600uKoi, 400 Mr + 325 mr

Batch No / Cepust No : V2301823

Batch Quantity / O6bem mapruu : 751.75Kg

040002135473

Analytical Report No / AHanuTnyeckuit oTyer Ne :

Date of Analysis / JaTa ananauza: 29.09.2023

Date of Manufacture / lata npouszsogctsa : 09/2023

Date of Expiry / Cpok rogaocrtu : 08/2028

Analysis performed according ND / Anaans nposegen mo HJI: T N011252/01-160123

Ne | Test/IIoka3aTeib

Results/ PesyabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnetku
Karcy/JI0BHIHOH (DOpPMBI, MOKPHITHIE
IUICHOYHOM 000JI04KOH OpaHKeBOro
LIBE€Ta, C PUCKOH HA ONHOH CTOPOHE;
Ha TOMepedyHOM paszpese — SApo
Oeoro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KalCyJIOBHIHOM  (GOpMBI,  MOKPBHITHIE
IVIEHOYHOM  000JI0YKOH  OpaHKeBOro
I[BeTa, C PUCKOH Ha OAHON CTOpOHE; Ha
TIONepeyHOM paspese — AApo Genoro uiu
nouTu 6eyoro 1BeTa.

2 |Identification /
ITonnuaHOCTE

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) /
BpeMeHa yiepHBaHHs OCHOBHBIX NMHKOB
Ha XpoMaTorpaMmme HCTIBITYEMOTO
pacTBOpa  JIOJDKHBI ~ COOTBETCTBOBATEH
BpeMeHaM  YJAepKHMBaHHMS IIMKOB Ha
XpoMaTorpaMMe pacTBOpa CTaHIapTHBIX
obpasuop HOynpodeHa W IapaneraMmona
(pazzen «KonuuectBeHHOE
oTpeieNICHUE»)

3 [Average tablets weight
Cpennsist Macca
TabNeToK

967.8 mg/ 967.8 mr

From 9409 mg to 9991 mg
(970.0 mg + 3.0 %) /

Or 940,9 MC OO 999,1 M
(970,0 mr = 3,0 %)

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoaykt cootsercTByeT TpeGopanusm HJI | 3akmoyenue: ONIOBPEHO
Prepared by / & Checked by / Approved by: Manager/Executive/
[ToarorosneHo: * Iposepeno: Pardeep Kumar | Ono6peHo: Menewkédp / PykoBoautens
Santosh Kumar Maurya _i_ Abhishek Chauhan |
=\— N \
Reprint Date:. Reprint Date: Reprint Date: \
Hara: 30.12.2023 Hata: 30.12.2023 Hara: 30.12.2023

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
Tel : +91 98166 56001-02

CEPTUO®UKAT AHAJIM3A

Page2 of 6/ Ctp. 2 3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxkanH®, Ta6JeTKH, HOKPBIThIE IUIEHOYHOi 060/104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne

: V2301823

Batch Quantity / O6bem mapruu : 751.75Kg

040002135473

Analytical Report No / Ananurudeckuii or4aer No :

Date of Analysis / lata anannsa: 29.09.2023

Date of Manufacture / lara npoussogcrTa : 09/2023

Date of Expiry / Cpok rognocrs : 08/2028

Analysis performed according ND / Anaju3 nposegen no H/: [T N011252/01-160123

99 % to 103 %

4 |Disintegration / 08 min 05 sec/ 08 mun 05 cex | Not more than 30 min /
Pacnanaemocts He 6onee 30 Mux
5 Dissolution / 98 % To 104 % Not leSS than 70% (Q) Of C13H1802
PacTBOpeHue (Ibuprofen) after 30 min /
He w™menee 70 % (Q) CisHisO2

(ubynpoden) uepes 30 MUH
Not less than 70% (Q) of CgHoNO;
(Paracetamol) after 30 min /

He wmemee 70 % (Q)
(mapauetamon) yepes 30 MUH

CsHyNO,

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBanusm HJJ

Opinion : APPROVED
3axmouyenne: OJIOBPEHO

Prepared by /
[ToaroToBaeHo:

—

Santosh Kumar Maurya

Checked by /
[TporepeHo: Pardeep Kumar

——

Approved by: Manager/Executive/
Ono6peHo: Meneuiep / PykoBoaurens
Abhishek Chauhan \

]

Reprint Date:.
JlaTa: 30.12.2023

Reprint Date:
Jara: 30.12.2023

Reprint Date:
JlaTta: 30.12.2023

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: 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 www.drreddys.com
CEPTUOUKAT AHAJIU3A

Page3of6/Ctp.3u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxknuu®, Tab1eTKH, NOKPBITHIE ILIEHOYHOH 0060/104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301823

Batch Quantity / O6bem maprud : 751.75Kg

040002135473

Analytical Report No / AnanuTn4yeckuii oryer Ne :

Date of Analysis / JlaTa ananauza: 29.09.2023

Date of Manufacture / Jlata npoussoacrTea ; 09/2023

Date of Expiry / Cpok rogHoctu : 08/2028

Analysis performed according ND / Anasnu3 nposeged mo HJI: I1N011252/01-160123

6 |Related substances /
PoncTBeHHBIE TPUMECH
Method 1/ Metog 1

Method 2 / Metog 2

0.0001%

BDL (Disregard Area 6894)

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

4-amuHOQEHON (TPUMECH MAapaleTaMona)
- He 6onee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas eMMHUYHAS IpUMECh
(ubynpodeHa WM mapaleraMmona) - He

6onee 0,3 %

Total impurities (Method 1+ Method 2)

0.0001% - not more than 0.7 % /
Cymma npumeceit (Merox 1 + Mertog 2)
- He 6ouee 0,7 %
9 |Water/Bopa 1.5% Not more than 5.0 % /

He 6omnee 5,0 %

Remarks : The Product conforms to ND/
I pumeuanne: [Tpoaykr cooreercTByeT TpeboBaHuam HJJ

Opinion : APPROVED
3axnouenue;: OJJOBPEHO

Prepared by / Q(" Checked by / Approved by: Manager/Executive/
[loarorosneHo: ITposepeHo: Pardeep Kumar Opnob6peno: Menempxep\/ Pykosoaurens
Santosh Kumar Maurya Abhishek Chauhan

Reprint Date:. Reprint Date: Reprint Date:

Harta: 30.12.2023 Hara: 30.12.2023 Hata: 30.12.2023

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
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUO®HUKAT AHAJIN3A

Page4 of 6/ Ctp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxka1nH®, TabJIeTKH, OKPLIThIE IICHOYHOH 000/1049K0#, 400 mr + 325 mr

Batch No / Cepua Ne : V2301823

Batch Quantity / Oosem naptuu : 751.75Kg

Analytical Report No / AHamuTHYecKHii oTyeT Ne :
040002135473

Date of Analysis / {laTa ananusa: 29.09.2023

Date of Manufacture / {ata npoussoacrsa : 09/2023

Date of Expiry / Cpox rognocts : 08/2028

Analysis performed according ND / Ananu3s nposeaed no HJI: TIN011252/01-160123

10 |Uniformity of dosage

units /

OmHOPOAHOCTD Acceptance value (AV) should be not

JIO3UPOBAHUS 1.6 more than 15.0 /

- Tbuprofen /u6ynpoden ITokasatens npuemneMocTd (AV) nomkeH
ObITh He Oomnee 15,0

- Paracetamol/ 1.7 Acceptance value (AV) should be not

mapaleTamon more than 15.0 /
IokazaTens npuemieMoctd (AV) 1omkeH
65ITh He Oonee 15,0

11 |Microbiological purity /

Muxpobuosoruueckas

gyrcrora*

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

microbial count / He 6onee 1000 KOE/r

Ob11ee uncio

a3pobOHBIX

MUKpPOOPTaHH3MOB

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

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

/ Obiee yucno

JPOIOKEBBIX H

IIJIeCHEBBIX TpubOB

c) E. coli NA Shall be absent in 1g / OtcyrctBue B

1r

Remarks : The Product conforms to ND/
ITpumeuanmue: ITpoaykt coorseTcTByeT TpeboBanusam HJI

Opinion : APPROVED
Zaxmouenue: OJIOBPEHO

Prepared by /
[loaroToBieHo:
Santosh Kumar Maurya

o

Checked by /
[Tposepeno: Pardeep Kumar

e

Approved by: Manager/Executive/
Ono6peHo: Menemkep\ PykoBonurens
Abhishek Chauhan |

s B

Reprint Date:.

Jara: 30.12.2023

Reprint Date:
Hara: 30.12.2023

Reprint Date:
Hara: 30.12.2023

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




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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIU3A
Page S of 6/ C1p. 513 6
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxknuu®, TabaeTKH, NOKPHITHIE IIeHO4YHOI 0601049K0¥, 400 M + 325 mr
Batch No / Cepust Ne : V2301823 Batch Quantity / Oobem naptuu : 751.75Kg
Analytical Report No / AHanuTHYecKkHii oT4eT Ne : Date of Analysis / laTa anaamza: 29.09.2023
040002135473
Date of Manufacture / Jlata npoussoacrsa : 09/2023 | Date of Expiry / Cpok roanocts : 08/2028
Analysis performed according ND / Ananus nposeaen no HJI: TT N011252/01-160123
12 |Assay/ 393.0 mg/393.0 Mmr From 360.0 to 440.0 mg of C;:Hi30:
KonuuectBeHHOe (Ibuprofen) per tablet /
onpejeseHne Ot 360,0 mMr go 440,0 mr CisHisO
(ubynpoden) B Tabnerke
324.49 mg/ 324.49 mr From 292.5 to 357.5 mg of CgHoNO,
(Paracetamol) per tablet /
Ot 292,55 mr mo 357,5 mr CgHoNO;
(napatietaMo) B TabneTKe
13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/AI 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 Tabnetok B [IBX/Al
tabnerok B [IBX/Al 6aucrtep. [To 1 |6mucrep. Ilo 1, 2 unu 20 6iuctepoB B
O6nucrepy B TaduKy KAapTOHHYIO |MaukKy KapTOHHYIO BMecTe c
BMECTe C  MHCTPYKIHEH 0O |HHCTPYKUMEH 0 NPHMEHEHHIO,
NPUMEHEHHUIO.
14 | Labeling / Mapkuposka| According to ND. / B cootrsercTeuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHenue Ipu Temnepatype He Boie 25 °C.
16 | Shelf life / Cpok 5 years /5 et
T'OJHOCTH

* 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. / [IpoBogHTCS TPOU3BOAUTENEM NPH
BBIIYCKE MEPUOJMYECKH: JUIA Kaxaou 20-0i cepun win He Meree 1 pa3sa B roj. [loka3atens MOXET OBITh
He BKJIFOUEH B cepTHHKAT aHaiu3a GHpMBbl

Remarks : The Product conforms to ND/
IIpumeuanue: [TponykT cooTBeTCTBYET TpeboBanusam HJL

Opinion : APPROVED
3axnrouyenue: OJOBPEHO

Jara: 30.12.2023

Prepared by / (_Y" Checked by / Approved by: Manager/Executive/
[ToarotoBneHo: <~ [Tpoeepeno: Pardeep Kumar OnobpeHo: Menemkep / PykoBoautens
Santosh Kumar Maurya f Abhishek Chauhan

Reprint Date:. Reprint Date: Reprint Date: \

Hara: 30.12.2023

Jara: 30.12.2023

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: 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 ANALY SIS www.drreddys.com

CEPTUHO®HUKAT AHAJIU3A

Page 6 of 6/ CTp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOyKkaMH®, Ta0/IeTKH, MOKPHITHIE IJIeHOYHOi 060104K0#H, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2301823

Batch Quantity / O6bem naptuu : 751.75Kg

040002135473

Analytical Report No / AnannTudecknii oTyer Ne :

Date of Analysis / lata anamu3a: 29.09.2023

Date of Manufacture / lata npoussoacrsa : 09/2023

Date of Expiry / Cpok rognoctu : 08/2028

Analysis performed according ND / Ananu3 nposeaes no HJI: IIN011252/01-160123

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

Ibuprofen / U6ynpoden

Paracetamol / [Tapaueramon

API manufacturer batch number /
Homep cepuu npou3BoguTe st
ADC:

PIBM230185

4058/23-24

FP Manufacturer API Batch
number /

Howmep cepuu cyGcTaniuu
npouszBogurtensa I'JId:

FEQA00299

FEQA00243

API Manufactured by & country /
IIpouszsoautens APC, ctpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTHB
®apma Caitencus Jlnmuren,
WUnnns

Sri Krishna Pharmaceuticals Ltd.,
India / Hlpu Kpumina
®apmacerotakaic JIta., Uaaus

Remarks : The Product conforms to ND/
Hpumeuanue: [Tpoaykr coorBercTByeT TpeboBanuam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / @Q Checked by / Approved by: Manager/Executive/
[loororosneno: = [TposepeHo: Pardeep Kumar Opo6peHo: Menenxep / PykoBoaurens
Santosh Kumar Maurya p Abhishek Chauhan

QLJ_-" \
Reprint Date:. Reprint Date: Reprint Date: \
Jara: 30.12.2023 Jara: 30.12.2023 JHara: 30.12.2023

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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