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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laberateries Lid
Formulation Unit-6

Yill. Khoi, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
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CEPTHOWKAT AHAJIA3A

Page1of 6/ Crp. 1136

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, TabJeTKH, NOKPHITHIE NIEHOYHOH 060/104K0#, 400 Mr + 325 mr

Batch No / Cepusi No : V2302290

Batch Quantity / O6bem naptuu : 776.75 Kg

040002327746

Analytical Report No / AHanuTu4yeckuii oT4er Ne :

Date of Analysis / /lata ananuza: 15.12.2023 _

Date of Manufacture / lata nponsBoactsa : 11/2023

Date of Expiry / Cpox rognoctu : 10/2028

Analysis performed according ND / Anasu3 nposenen no HJI: 11 N011252/01-160123

No

Test / IlokazaTenn

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Oncanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KaICYJOBUAHOH (DOPMBI, TOKPHITHIE
IJIEHOYHOH 000JI0YKOH OpaHXEeBOrO
LiBeTa, C PUCKOl Ha OJHOM CTOpOHE;
Ha TIONIEPEeYHOM paspese — sJpo
6enoro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets, white or off-white

core at the cross-section. / Tabnerku
KaIcyJOBUOHOM  (OpPMBI,  TIOKPBITHIE
IUICHOYHOM  0OOJIOYKOl  OpaHXeBOro

I[BETa, C PUCKOH Ha OJHOWH CTOpOHE; Ha
MOTIEpEeYHOM pa3pese — spo Oenoro wiu
rnoytu 6eyoro 1BeTa.

2 |Identification /
IMopnuHHOCTE

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 yaepHBaHUS OCHOBHBIX IMHKOB
Ha XpoMmarorpamme UCIIBITYEMOTO
pacTBopa  JO/DKHBEI ~ COOTBETCTBOBATH
BpeMeHaM  yJAEpXWBaHHsA [HKOB Ha
XpoMaTorpaMMe pacTBOpa CTaHIAPTHBIX
obpasioB ubynpodeHa W mapaneramona

(pazgen «KonuuecTBeHHOE
onpeaesICHHE)
3 |Average tablets weight 971.9 mg/971.9 mMr From 9409 mg to 999.1 mg
CpenHsist Macca (970.0 mg £ 3.0 %) /
1a0)IEI0K Or 940,99 M1 au 9991 Ml
(970,0 mr =+ 3,0 %)

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanuam HJL

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
IloxnrorosneHo:
Pravesh Rana

Checked by /
[TpoBepeno: Santosh Kumar

Maurya
—_—

Approved by: Manager/Executive/
OnobpeHo: Menepxe
Manoj Kumar

/ PykoBojnTenb

Reprint Date:.
Hara: 15.12.2023

Reprint Date:
Jarta: 15.12.2023

Reprint Date:
Hara: 15.12.2023

Registered Office: 5-2-337, Road No. 2, Banjara Hills, Hvderahad - 500024, Telangana, indin

Tel: +01

0 4900 290G, Fax: +51 40 4500 294
CIN: L35195AP198aPLCO2A507

o drraddys.com

ailrimail@drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTHOUKAT AHAJIU3A

Page2 of 6/ CTp.2 3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, TabeTKH, MOKPLITHIE NIEHOYHO# 060104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302290

Batch Quantity / O0bem napruu : 776.75 Kg

040002327746

Analytical Report No / AHaanTa4eckuii orger Ne :

Date of Analysis / /laTa ananuza: 15.12.2023

Date of Manufacture / /lata nponssoacrsa : 11/2023

Date of Expiry / Cpok rognocrn : 10/2028

Analysis performed according ND / Ananus nposeaes mo HJI: 1 N011252/01-160123

4 |Disintegration /
PacnagaemocTh

09 min 05 sec/ 09 muH 05 cex

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
PactBopenue

96 % To 99 %

99 % to 104 %

Not less than 70% (Q) of Ci3H;50;
(Tbuprofen) after 30 min /

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

Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wmenmee 70 % (Q)
(napaueramon) yepe3 30 MUH

Ci3Hi50;

CsHoNO,

Remarks : The Product conforms to ND/
IIpumeuanne: [Tpoaykr coorBercTBYET TpeboBanuaM HJT

Opinion : APPROVED
3akmoyenne: OJOBPEHO

Prepared by /
I'MonrorosneHo;
Pravesh Rana

Checked by /
[TpoBepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive/
Opno6peno: Menemxep / PykoBoaurens

Manoj Kumar %M

Reprint Date:.
Hara: 15.12.2023

Reprint Date:
Jara: 15.12.2023

Reprint Date:
Hara: 15.12.2023

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India

-
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2| 92 10 4900 2900, Fax: +61 40 4900 2929, Email:

CIN: L35195ARP1984PLC0O0ASGT
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mail@drraddys.com
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Dr. Reddy's Labcrateories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +©1 98166 56001-02

CERTIFICATE OF ANALYSIS Vww.drreddys.com
CEPTUDUKAT AHAJIM3A

Page3 of 6/ Crp.3 u3 6

yﬁ)duct: Ibuclin, film-coated tablets, 400 mg + 325 mg
MOykanH®, TabJ1eTKH, IOKPHITHIE INIEHOYHO# 060104K0ii, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2302290

Batch Quantity / O6bem nmaptuu : 776.75 Kg

040002327746

Analytical Report No / AHanuTu4yeckuii oTyet Ne :

Date of Analysis / laTta anaim3a: 15.12.2023

Date of Manufacture / lara npoussoacrsa : 11/2023

Date of Expiry / Cpok rognocts : 10/2028

Analysis performed according ND / Anasu3s nposeaen mo HJI: [T N011252/01-160123

6 |Related substances /
PonctBeHHbIE NpUMeCH
Method 1/ Metox 1

Method 2 / Metoj 2

0.0002%

0.03%

0.04%

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

4-amuHo(deHoN (MpUMech MapareTaMmoa)
- He 6onee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jiobas eIMHUYHas NpUMech
(nOympodeHa wid mnapaneramonia) - He
6osee 0,3 %

Total impurities (Method 1+ Method 2)
- not more than 0.7 % /

Cymma npumeceit (Meron 1 + Merox 2)
- He 6onee 0,7 %

9 |Water/Boxa

1.4%

Not more than 5.0 % /
He 6oiee 5,0 %

Remarks : The Product conforms to ND/
ITpumeuanue: IlpoaykT cooTBeTcTBYeET TpebopaHusam HJI

Opinion : APPROVED
3axkmouenue: OJOBPEHO

Prepared by /
IloarorosiaeHo:
Pravesh Rana

Checked by /
[IpoBepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive/
Onobpeno: Menemxep / PykoBogurens
Manoj Kumar

Lt

Reprint Date:.
Hara: 15.12.2023

Reprint Date:
Hara: 15.12.2023

Reprint Date:
Hata: 15.12.2023

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol 481 40 4900 2400, Fax: +51 40 4500 2999, Email: mail@drraddys.com

CIN: L5 195AP188PLCOC507

www,drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Labcrateries Ltd
Formulation Unit-6

Yill. Khol, Nalagarh Road, Baddij,
Distt. Solan, H.P., 173 205, INDIA
Tel : +61 98166 56001-02
wwiw.drreddys.com

CEPTUOUKAT AHAJIN3A

Page4 of 6/ CTp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moyknuu®, TabJeTKH, IOKPHITHIE M1eHOYHOH 060104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302290

Batch Quantity / O0bem maptuu : 776.75 Kg

Analytical Report No / Ananurudecknii oruer No :
040002327746

Date of Analysis / laTa ananauza: 15.12.2023

Date of Manufacture / laTa npousBoacTsa : 11/2023

Date of Expiry / Cpok rognoctu : 10/2028

Analysis performed according ND / Anann3 nposegen nmo HJI: T1 N011252/01-160123

FIO Uniformity of dosage

units /

OnHopogHOCTE Acceptance value (AV) should be not

JO3UPOBAHUS 1.0 more than 15.0 /

- Ibuprofen /ubynpocden ITokazarens npueMieMocTd (AV) n0JDKeH
65ITH HE botee 15,0

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

napaueTamon more than 15.0 /
[Toxazarens npuemieMocTd (AV) foikeH
BbITh He Ooee 15,0

11 |Microbiological purity /

Mukpo6Honoruieckas

yucTtoTa*

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

microbial count / He 6onee 1000 KOE/r

Obuiee qucno

a’3pobHBIX

MHKpPOOPTraHH3MOB

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

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

/ Ob11ee ynucio

JPOMOKEBBIX H

IUIECHEBBIX TPUOOB

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

lr

Remarks : The Product conforms to ND/
IIpumeuanne: Ipoaykr cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axuouenue: OJIOBPEHO

Prepared by /
[Mogrorosneno: _{
Pravesh Rana

7

Checked by /

[IpoBepeHo: Sant

Maurya

osh Kumar
"\

—

Approved by: Manager/Executive/

Manoj Kumar

Reprint Date:.

Harta: 15.12.2023

Reprint Date:

Hara: 15.12.2023

Reprint Date:
Hara: 15.12.2023

Reuzisterad Office: 8-2-237, Ruad Ne, 2, Banjara Hills, Hyderabad - 500034, Telangana, India
01 40 4900 2998, Email: mail@drraddys.com

Tal: 81 40 4900 28900, Fax

T
Cind

Opno6peno: Menemkep / Pykososurens

LBE195mP 1984

PLCU0-507

v drredavs.com
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Dr. Reddy's Lahcrateries Ltd
Formutation Unit-6

Yill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P., 173 205, INDIA
Tel: +21 98166 56001-02

CERTIFICATE OF ANALYSIS ww.drreddys.com
CEPTUOUKAT AHAJIU3A

Page 50f 6/ Ctp. 5 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabieTKH, NOKPHITHIE MJIEHOYHOIH 060104K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302290

Batch Quantity / O6bem napruu : 776.75 Kg

040002327746

Analytical Report No / AnanuTu4eckuii order Ne : Date of

Analysis / lata ananusa: 15.12.2023

Date of Manufacture / JlaTa npou3Boacrsa : 11/2023  |Date of

Expiry / Cpox rognoctu : 10/2028

Analysis performed according ND / Ananuz nposeaen mo HJ[: ITN011252/01-160123

12 |Assay/
KonuuecTtBeHHOE
ornpeJiesieH e

394.4 mg/ 394.4 mMr

331.07 mg/ 331.07 mr

From 360.0 to 440.0 mg of Ci3Hs0:
(Ibuprofen) per tablet /

Ot 360,0 MIT OO 440,0 Mr C13H1302
(ubynpodeH) B TabreTke

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

Or 292,5 mr pno 357,5 mr CsHyoNO;
(mapaueramor) B TabneTke

13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1

blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6nucrtep. ITo 1
OaucTepy B Ia4yKy KapTOHHYIO
BMECTE C  HHCTPYKLHEH 1O
NPUMEHEHHIO.

10 tablets in PVC/ALl blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerox B IIBX/Al
6mucrep. Ilo 1, 2 wiu 20 GnucrtepoB B
mayKy KapTOHHYIO BMECTE c
HHCTPYKLHEH 110 MPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootsercTBuu ¢ HJL.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHenue ITpu Temnepatype He Bbitie 25 °C.
16 | Shelf life / Cpoxk 5 years /5 ner
I'OJIHOCTH

* 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. / [TpoBoguTcsi mpon3BoaUTENIEM ITPU
BBINyCKe TIEPHOANYECKH: JUId kakaoi 20-oi cepun umu He MeHee | pasa B roj. Ilokazarens MOXeT OBITh
HE BKJIIOYEH B cepTUdHKAT aHannu3a GUPMBbI

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT coorBeTcTBYET TpeboBanusam HJ

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / i
IToxrorosneHo:
Pravesh Rana

Checked by /
IMposepeno: Santosh Kumar
Maurya g,

Approved by: Manager/Executive/

Ono6peHo: Meneukep / Pykopopurens
Manoj Kumar M}%ﬁ;@

Reprint Date:.
Hara: 15.12.2023

Reprint Date:
Hara: 15.12.2023

Reprint Date:
Jara: 15.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tol: +91 46 4960 2900, Fax: #51 40 4880 2999, Email:
CIM LB5195AF1954PLCO0LSGT
vavw.drreddys.com

meili@diraddys,com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Labcrateries Lid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel ;91 98166 56001-02
www.drreddys.com

CEPTHOHUKAT AHAJIM3A

Page 6 of 6/ CTp. 6 3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HMoykimu®, Tab1eTKH, NOKPLITHIE ILUIEHOYHO# 000/104K0il, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302290

Batch Quantity / O6bem naptuu : 776.75 Kg

040002327746

Analytical Report No / AnanuTudeckuii oTuer No :

Date of Analysis / JlaTa anauu3za: 15.12.2023

Date of Manufacture / Jlata npon3Boacrsa : 11/2023

Date of Expiry / Cpok rogsocrs : 10/2028

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

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

Ibuprofen / U6ynpoden

Paracetamol / ITapaueramon

API manufacturer batch number /
Homep cepuu npon3BOAMTEIS
ADC:

PIBM230357

0323/23-24

FP Manufacturer API Batch
number /

Howmep cepun cyGcTaHIuR
npoussoguressi I'JID:

FEQA00451

FEQAO00438

API Manufactured by & country /
IIpousBoauresb ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTHB
®apma Caitencus Jlumuren,
Wnpns

Sri Krishna Pharmaceuticals Ltd.,
India / IlIpu Kpuixa
®dapmacsrotukanc JIta., Uaaus

Remarks : The Product conforms to ND/

Opinion : APPROVED

IIpumeuanne: [TpoaykT cooTBeTcTRYET TpeGoBauusm HJT

3axmouenue: OJJOGPEHO

Prepared by / i Checked by / Approved by: Manager/Executive/
[ToarotosneHo: t [TposepeHo: Santosh Kumar | Ono6peno: Menemxep / Pykosourens
Pravesh Rana Maurya Manoj Kumar

= bndeel
Reprint Date:. Reprint Date: Reprint Date:
Hara: 15.12.2023 Hara: 15.12.2023 Jata: 15.12.2023

Registerad Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: +01 40 4800 2900, Fax: <61 40 4900 2999, Email: mail@drreddys.com

CIN: L85 195AP1924PLCO0A507

wnvdrreddys.com




