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CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
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CEPTHOUKAT AHAJIN3A
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Product: Ibuclin, film-

coated tablets, 400 mg + 325 mg

Hoyknuu®, TabneTKkH, IOKPLITHIE ILJIEHOYHOH 0001049K0H, 400 Mr + 325 mMr

Batch No / Cepus Ne : V2400152

Batch Quantity / O6wem maptuu : 776.0 Kg

040002424183

Analytical Report No / Ananuruueckuii oT4er No ;

Date of Analysis / JlaTa amanmnza: 22.02.2024

Date of Manufacture / lata npoussoacrtea : 02/2024

Date of Expiry / Cpok roasocts : 01/2029

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

Ne  [Test/ Iloka3zaTeJib Results/ Pe3yabTaThl Specification / Hopma
I [Description/ Onucanne |Orange film-coated, capsule-shaped,|Orange film-coated, capsule-shaped, one-
one-side scored tablets; white core at|side scored tablets; white or off-white
the cross-section. ./ Tabnerku|core at the cross-section. / Tabnetku
KalCyJOBHIHOH (POPMBI, MOKPBITHIC |KANCYJNOBUAHON  ¢OPMBI,  TIOKPBITHIE
MJICHOYHOH 000NouKol OpaHXeBOTO|MJIeHOUHOH  0DOJIOUKOH — OpaHXeBoro
1[BeTa, ¢ PUCKON Ha OJHOI CTOpOHE; lIBETa, C PUCKOM HA OJHOH CTOpOHE; Ha
Ha TIOTIEpeYHOM paspe3e — SApO|MonepeyHoM paspese — saapo Oenoro unm
6eJIoro LBeTA. MouTH GeJioro 1BETA.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[TommuHHOCTE CooTBETCTBYET 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 yaepX1UBaHHs OCHOBHBIX ITHKOB
Ha XpoMaTorpaMme UCTIBITYEMOTO
pacTtBopa  IOJKHBI  COOTBETCTBOBATH
BpeMeHaM  YAEpXKHBaHHUA THKOB Ha
XpoMaTorpaMMe pacTBOpa CTaHIapTHAIX
obpaziop uOynpodeHa u mnapaieramona
(paznen «KonuuectBeHHOE
OINpENENICHUEN)
3 |Average tablets weight 968.9 mg / 968.9 mMr From 9409 mg to 999.1 mg
CpenHsis macca (970.0 mg £ 3.0 %) /
TabJIeToOK Or 9409 wmr Jgo 9991 MT
(970,0 Mr £ 3,0 %) .

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoayKT cooTBEeTCTBYET TpeOoBaHusIM HJI

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
HO,III‘OTOBHCHOZ_EA/’ IIpoeepeno: R Kant Onobpeno: Menemxep / Pykosoggresn
Anjali Dhiman ﬁ-ﬂvib%/- Manoj Kumar \ W,
Reprint Date:. Reprint Date:  ©  \ Reprint Date: Ml
Hara: 22.02.2024 Hara: 22.02.2024 Hara: 22.02.2024

Registered Cflice: 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: L85195AP1984PLCL04507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NG6ykauH®, TabJIeTKH, MOKPHITHIE ILIEHOYHOI 060/104K0i, 400 Mr + 325 mr

Batch No / Cepus No :

V2400152

Batch Quantity / O6bem napran : 776.0 Kg

040002424183

Analytical Report No / AnaanTuyecknii oTder Ne :

Date of Analysis / JlaTa ananuza: 22.02.2024

Date of Manufacture / llata npon3BoactBa : 02/2024

Date of Expiry / Cpox rogdoctn : 01/2029

Analysis performed according ND / Ananus nposesien mo HJI: [T N011252/01-160123

4 |Disintegration /
PacmagaemocTh

07 min 46 sec/ 07 MuH 46 cek

Not more than 30 min/
He 6onee 30 mun

5 |Dissolution /
PactBopenue

99% To 102 %

98 % to 103 %

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 CsHoNO;
(Paracetamol) after 30 min /
He wMenee 70 % (Q)
{napaueramon) yepe3 30 MUH

Ci:H 1302

CsHoNO»

Remarks : The Product conforms to ND/
IIpumeuanue: IlponykT cooTBeTcTBYET TpeboBaHusam HJJ

Opinion : APPROVED
3axmouenne: OJIOBPEHO

Prepared by /

Anjali Dhiman

[MoaroToBneHo: _&A'/

Checked by /

Approved by: Manager/Executive/
Onobpeno: Menepkep / Pykopoauresib
Manoj Kumar K /fucﬁ

S— A

Reprint Date:.
JlaTa: 22.02.2024

Reprint Date:
JlaTa: 22.02.2024

[TposepeHno: Rﬁmj Kant
L4 \ o -

Reprint Date:
Hara: 22.02.2024

Registeread Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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CEPTHOUKAT AHAJIV3A

Page30f6/Ctp.3 M3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxaun®, TabeTkH, MOKPLITHIE INIEHOYHOI 000J104K0#, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2400152

Batch Quantity / O6bem naptuu : 776.0 Kg

040002424183

Analytical Report No / Anaautuueckuii oTyer N :

Date of Analysis / laTa anaau3za: 22.02.2024

Date of Manufacture / Jlara nponssogcrea : 02/2024

Date of Expiry / Cpox roanocts : 01/2029

Analysis performed according ND / Ananns nposeaen mo HJI: TIN011252/01-160123

6 |Related substances /

0.0001%

4-aminophenol (paracetamol impurity)

PoncteenHble IpUMECH - not more than 0.005 % /

Method 1/ Meton 1 4-amutodeHon (mpumech NapaneTaMmona)
- He Goutee 0,005 %

Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIiobas €IMHUYHAs NIPUMECH
(ubynpodeHa UM nNapaneramona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.04% - not more than 0.7 % /
Cymma npumeceii (Metoa 1 + Meron 2)
- He 6onee 0,7 %
9 |Water/ Bona 1.5% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITpumeuannue: [IpoaykT cooTBercTByeT Tpebopanusm HJI | 3akmouenne: ONIOBPEHO

Opinion : APPROVED

Jara: 22.02.2024

Prepared by / Checked by / Approved by: Manager/Executive/
INoaroroBneHo: —h_;x_’\’/ [IposepeHo: Kant OnobpeHo: Menemxkep / PykosgauTeins
Anjali Dhiman Rm Manoj Kumar 1,,2 EEEELE i
Reprint Date:. Reprint Date: Reprint Date:

Jara: 22.02.2024

Hara: 22.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2992, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDPUKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabaeTkn, NOKpLITHIE ILIEHOYHON 060J104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400152

Batch Quantity / O6bem naptum : 776.0 Kg

040002424183

Analytical Report No / AnajiaTudeckuii oruet No :

Date of Analysis / /laTa ananu3za: 22.02.2024

Date of Manufacture / lata npoussoacrsa : 02/2024

Date of Expiry / Cpok rognoctn : 01/2029

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

10 |Uniformity of dosage

¢) E. coli

units /

OZRHOPOAHOCTH Acceptance value (AV) should be not

JIO3UPOBAHUS 1.8 more than 15.0 /

- Ibuprofen /ubynpocen ITokazatens npuemieMoctd (AV) noyxeH
ObITH He Ooee 15,0

- Paracetamol/ 1.8 Acceptance value (AV) should be not

napaneTaMmon more than 15.0 /
[Tokazarens npuemneMmocty (AV) nomxkeH
OBITE He Oosee 15,0

11 [Microbiological purity /

Muxkpobuonorudeckas

yucToTa* NA

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

microbial count / He 6onee 1000 KOE/r

Ob1uee uucno

a3pobHBIX

MUKpPOOPraHU3MOB NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Obuiee 4yucio

JPOMOKEBBIX U

IJIECHEBBIX TpHOOB NA

Shall be absent in 1g / OtcyrcTBHe B
Ir

Remarks : The Product conforms to ND/
ITpumeuanmne: [Ipoaykr cooTBeTcTBYET TpeboBanusim HJJ

Opinion : APPROVED
3axknwuenne: OJIOBPEHO

Harta: 22.02.2024

Hara: 22.02.2024

Prepared by / Checked by / Approved by: Manager/Executive/
[Toarorosneno: _59,&’3/ IIpoBepeno: Rama Kan Opnobpeno: Menemkep / Pykogoanrens
Anjali Dhiman & _ Manoj Kumar @L@
Reprint Date:. Reprint Date: \ 7 Reprint Date: :

Jara: 22.02.2024
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HN6yxkann®, Tab/1eTKH, OKPBITHIE MJIEHOUHOH 000104K0il, 400 mr + 325 mr
Batch No / Cepust Ne : V2400152 Batch Quantity / O6bem naptuu : 776.0 Kg
Analytical Report No / Ananurnayeckuii oTuer Ne : Date of Analysis / JlaTa ananuza: 22.02.2024
040002424183
Date of Manufacture / /lata npoussoactsa : 02/2024  |Date of Expiry / Cpok roanoctn : 01/2029
Analysis performed according ND / Ananus nposegen no HJI: [T N011252/01-160123
12 |Assay/ 393.1 mg/393.1 Mr From 360.0 to 440.0 mg of C;3H50;
KonuuectBenHOE (Ibuprofen) per tablet /
onpejesieHue Or 360,0 mr go 440,0 mr C;3H;sO»
(ubynpoden) B Tabnerke
325.24 mg/ 325.24 mr From 292.5 to 357.5 mg of CsHoNO;
(Paracetamol) per tablet /
Ot 2925 mr gmo 357,5 mr CgHoNO,
(mapaneramosn) B TabyeTke
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. / Ilo 10 Tabnerox B IIBX/Al
tabnerok B [IBX/Al 6nuctep. [To 1 |6auctep. Mo 1, 2 nimm 20 6aucrepoB B
6micTepy B MAYKy KApTOHHYIO |NadvKy KapTOHHYIO BMECTE c
BMECTe C  HHCTPYKUHEH 1O |HHCTpyKLUUEH [0 MPHMEHEHHIO.
IPUMEHEHHIO,
14 | Labeling / Mapkuposka| According to ND. / B coorBetctauiu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHenue ITpu Temnepatype He Boiie 25 °C.
16 | Shelflife / Cpox 5 years / 5 ner
TOAHOCTH

* 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 TPOU3BOJUTENEM TIPU
BBINYCKE NEPUOHYECKH: Ui Kaxaoi 20-0if cepuu wiu He MeHee 1 pasa B roA. IlokaszaTenb MOXeET ObITh
HE BKJIIOUEH B CEPTH(UKAT aHANH3a QUPMBI

Remarks : The Product conforms to ND/
Hpumeuanue: IIpoaykt coorBeTcTBYET TpebosanusaM HII

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Hara: 22.02.2024

Prepared by / w Checked by / Approved by: Manager/Executive/
IToaroroBneHo: [Ipoeepeno: Ramyp Kant OnobpeHo: Menemxep / PykoBoanTens
Anjali Dhiman m@pd/’ Manoj Kumar n Hui
Reprint Date:. Reprint Date: I Reprint Date: —

Hara: 22.02.2024

JHara: 22.02.2024
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxauH®, TadJieTKH, MOKPBITHIE MJIEHOYHOI 060J10uK0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400152

Batch Quantity / O6bem naptun : 776.0 Kg

040002424183

Analytical Report No / Apanurnyeckuii oTuer Ne :

Date of Analysis / laTa anammsa: 22.02.2024

Date of Manufacture / Jlata nponsBoactna : 02/2024

Date of Expiry / Cpok rogaocru : 01/2029

Analysis performed according ND / Ananu3 nposenen mo HJI: [T N011252/01-160123

API name (INN) /
HanmenoBanne AQC (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [Tapaneramon

API manufacturer batch number /
Homep cepun npou3BoguTe st
ADC:

PIBM230404, PIBM230405

0883-23-24, 0994/23-24

FP Manufacturer API Batch
number /
Howmep cepun cy6cTanuun

FEQA00582, FEQA00583

FEQAO00650, FEQA00651

npouspoauTesi I'JID:

IIponspogutens A®C, cTpana:

API Manufactured by & country /

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

Sri Krishna Pharmaceuticals Ltd.,
India / Hlpu Kpurna
®apmacerotukanc Jita., Uaaus

Wunus

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykt coorBeTcTBYeT TpeboBanusM HJL

Opinion : APPROVED
3akarouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneHo: IIpoeepero: Ramp Kan Onobpeno: Menemxep / PykoBojuresnn
Anjali Dhiman fﬂ:ﬂw . Manoj Kumar Yo gu?
Reprint Date:. Reprint Date: -7 Reprint Date: —~

Hara: 22.02.2024 Hara: 22.02.2024 Jlara: 22.02.2024
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