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CERTIFICATE OF ANALYSIS

D, Raddy's Laboratories Lid
Forrulation Jnit-6

Vill. Khol, Malagarh Road, Badd,
Distt. Solan, H.P.,, 173 205, IND{A
1 981566 5AG01-02
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CEPTHUOUKAT AHAJIU3A

Page10f6/Ctp.1m36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, Tab/IeTKH, NOKPHITHIE I1eHOYHO# 00004K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400009

Batch Quantity / O6bem naptum : 765.25 Kg

040002387247

Analytical Report No / AnanuTnyeckuii order No :

Date of Analysis / lata ananuza: 17.01.2024

Date of Manufacture / JlaTa npousBoacrea : 12/2023

Date of Expiry / Cpok roanoctn : 11/2028

Analysis performed according ND / Ananu3 npogeaen mo H/{: [1 N011252/01-160123

No Test / IToka3zaTean

Results/ PesynsTaTsl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the  cross-section../  Tabnerku
KarncynoBUAHOH (OPMBI, MOKPHITHIC
IIEHOYHOH 060JI0UKO# OpaHXXeBOro
[BETa, C PUCKOM Ha OAHOH CTOpOHE;
Ha [ONEpEeYHOM paszpese — SApO
6enoro LBerTa.

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

core at the cross-section. / Tabnetku
KarcynoBUAHOH  QOpMBl,  TOKPBITHIE
IUIEHOYHOM  000J0UKOH  OpaHXeBOro

LBETA, C PUCKOH Ha OJHON CTOpOHEe; Ha
TIIONIEPEYHOM pazpese — AApo 6enoro wiu
no4tH 6e1oro 1BerTa.

2 |Identification /
IMonMHHOCTE

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) /

BpemeHna ynep)xuBaHUsi OCHOBHBIX ITHKOB

Ha XpoMaTorpaMmme HCIIBITYEMOI'O
pactBopa JOJDKHBI COOTBCTCTBOBATH
BpEMEHaAM YACpXUBaAHUA IMUKOB Ha

XpOMaTorpaMMe pacTBOpa CTaHJAPTHBIX
obpasnoB ubynpodeHa W mnapaneramona

(paznen «KonuuecrBeHHOE
OIpeeIICHUEY)
3 |Average tablets weight 973.1 mg/973.1 Mr From 9409 mg to 999.1 mg
CpenHsis Macca (970.0 mg + 3.0 %) /
TabneTox Or 940,9 wmr 1o 999,1 MT

(970,0 Mr + 3,0 %)

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoayKT COOTBETCTBYET TpeﬁOBaHHﬂM HJT

Opinion : APPROVED
3axmoyenue: OJJOBPEHO

Jlara: 17.01.2024

Prepared by / Checked by / 4, Approved by: Managey/Executive/
Iloarorosneno: ﬂ [IpoepeHo: Pravesh Rana OnobpeHo: Meﬁemepx Pykosoguress
Ankit Abhishek Chauhan _i
Reprint Date:. Reprint Date: Reprint Date: '

Hara: 17.01.2024

Hara: 17.01.2024

Registered Office: £-2-337, Road No, 3,

Tol: #51 40 4800 2960, Fax: <9140

Clid: LaEd

L.

PLEE4PLCC0A507

wuedrreddvs,com

Banjara Hills, Hyderabad -
1900 2999, Email: mail@drraddys,com

500034, Telangana, India
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CEPTHO®UKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxkanu®, TabeTkH, NOKPbIThIE MIeH04HOIT 06010901, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400009

Batch Quantity / O6bem naptuu : 765.25 Kg

040002387247

Analytical Report No / Ananutuyeckuii oryer No :

Date of Analysis / JlaTa ananu3za: 17.01.2024

Date of Manufacture / JaTa npousBoacrsa : 12/2023

Date of Expiry / Cpok roguoctu : 11/2028

Analysis performed according ND / Anaau3 nposeaen mo HJ[: I N011252/01-160123

4 |Disintegration /
Pacmagaemocts

08 min 09 sec/ 08 muu 09 cek

Not more than 30 min /
He 6onee 30 muu

5 |Dissolution /
PactBopenue

97% To 100 %

99 % to 101 %

Not less than 70% (Q) of Ci3sHi50,
(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)
(napageramoJ) uepe3 30 MuH

Ci3H 30

CsHoNO,

Remarks : The Product conforms to ND/
IIpumeuyanue: ITpoayKkT COOTBETCTBYET Tp(ﬁiOBaHHs{M HJL

Opinion : APPROVED
3axsouenne: OJOGPEHO

Hata: 17.01.2024

Hara: 17.01.2024 -

Prepared by / Checked by / B Approved by: ManageX/Executive/
[ToarorosneHo: & ITposepeno: Pravesh Rana Onobpeno: Menemxep\ Pykosogurens
Ankit Abhishek Chauhan

Reprint Date:. Reprint Date: Reprint Date:

Jara: 17.01.2024

Registerad Office:

o

o)

327, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Telr #9150 4900 2€00, Fax: +914 40 4900 2989, Email: mail@drreddys.com

CIM: L85195AP1954PLCGO4507

wavwdireddys.com
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CEPTHOHUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, TabieTki, NOKPhIThIe IIeH0YHOoIi 0601049K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400009

Batch Quantity / O6bem nmaptuu : 765.25 Kg

040002387247

Analytical Report No / AHanuTHYecknii oTyer Ne :

Date of Analysis / Jlata anann3za: 17.01.2024

Date of Manufacture / JlaTa npousBoactsa : 12/2023

Date of Expiry / Cpok rogsoctu : 11/2028

Analysis performed according ND / Anann3 nposeged nmo HJ[: ITN011252/01-160123

6 |Related substances /

0.0002%

4-aminophenol (paracetamol impurity)

PoncreeHHble mpuMecu - not more than 0.005 % /

Method 1/ Meton 1 4-amuHO(peHON (IpUMECH TapalieTaMoia)
- He 6onee 0,005 %

Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas eAVMHUYHAS NpuMech
(ubynpodeHa umM mapaneramosia) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.04% - not more than 0.7 % /
Cymma npumeceit (Metop 1 + Merog 2)
- He 6oitee 0,7 %
9 |Water/Boga 1.3% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITpumeuanne: IIponykT cooTBeTcTBYET TpeOgBanussm HJI

Opinion : APPROVED
3akirouenue: OJJOBPEHO

Prepared by / Checked by / ~ Approved by: Manager/Executive/
[ToarorosneHo: ﬂ IIposepeHo: Pravesh Rana Ono6peHo: Menemxep @ ITENb
Ankit Abhishek Chauhan

Reprint Date:. Reprint Date: Reprint Date:

Hata: 17.01.2024 Jlarta: 17.01.2024 Hata: 17.01.2024

jara Hills, Hyderabad - 500034, Telangana, Indis

wwwy drreddys.com

¢9, Email: mail@direddys,com
CA0as07
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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 63166 56001-02

CERTIFICATE OF ANALYSIS vwww.drreddys.com

CEPTHOUKAT AHAJIM3A

Page 4 of 6/ C1p. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOykanH®, Tab1eTKH, IOKPHITHIE IJIEHOUHOH 060/104K0i, 400 Mr + 325 mr

Batch No / Cepusa Ne : V2400009

Batch Quantity / O6bem napthu : 765.25 Kg

Analytical Report No / AHanuTHYecKkHif oTyeT No :
040002387247

Date of Analysis / /lata ananuza: 17.01.2024

Date of Manufacture / JlaTa nponssoacTea : 12/2023

Date of Expiry / Cpok roaunoctu : 11/2028

Analysis performed according ND / Ananu3 nposeaen mo HJI: IT N011252/01-160123

10 |Uniformity of dosage

units /

OnHOpOAHOCTE Acceptance value (AV) should be not

JIO3UPOBAHUS 1.7 more than 15.0 /

- Ibuprofen /u6ynpocden ITokazaTens npuemnemoct (AV) foykeH
65I1TH He Boee 15,0

- Paracetamol/ 2.0 Acceptance value (AV) should be not

napaneTamorl more than 15.0 /
[Tokazarens npuemaeMoctd (AV) noinkeH
OBITH He Goiee 15,0

11 |Microbiological purity /

Miukpo6uonornueckas

qyuctoTa*

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

microbial count / He 6onee 1000 KOE/r

Ob61ee yucio

a3pOoOHBIX

MHKPOOPraHU3MOB

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

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

/ Ob1wee uncio

JIPOXOKEBBIX U

IIJIECHEBBIX TPHOOB

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

lr

Remarks : The Product conforms to ND/

Hpumeyanne: IlpoaykT cootBeTcTBYyeT TpefoBanusm HJT

Opinion : APPROVED

3akmouenune: OJOBPEHO

Prepared by / Checked by / ‘j/ Approved by: Managér/Executive/
[loarotroBneHo: ﬂ IIpoeepeno: Pravesh Rana Onobpeno: Menemxep\/ PykoBogurens
Ankit Abhishek Chauhan )\
Reprint Date:. Reprint Date: Reprint Date:

Hara: 17.01.2024 Hara: 17.01.2024 - Hara: 17.01.2024

Reglstered Office: 8-2-337, Road No. 3, Banjara Hills. Hyderabad - 500034, Telangana, india
Tei, +91 40 4500 2200, Fax: 291 40 4900 2929, Email: mail@drraddys.com

CIiN: LS5195AP1884PLC004507

wvw. direddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6
Vill. Khol, Nalagarh Read, Badli,

Distt. Solan, H.B, 172 205, INDia
Tel: +01 98156 56001-02
CERTIFICATE OF ANALYSIS wwi.crreddys.com
CEPTUO®UKAT AHAJIM3A

Page 5 of 6/ Ctp.5 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNoyknuH®, TableTKH, NOKPLIThIE I1eHO4YHOi 000104K0if, 400 mr + 325 mr

Batch No / Cepusi Ne : V2400009

Batch Quantity / O6bem naptun : 765.25 Kg

040002387247

Analytical Report No / Ananutuyecknii oryet Ne

Date of Analysis / [laTa ananu3za: 17.01.2024

Date of Manufacture / /IaTa nponsBoactsa : 12/2023

Date of Expiry / Cpok rogaoctu : 11/2028

Analysis performed according ND / Anasin3 nposeaen no HJI: [1N011252/01-160123

12 |Assay/

OonpenejcHue

KonauuecTBeHHOE

400.4 mg/400.4 mr

330.39 mg/ 330.39 Mmr

From 360.0 to 440.0 mg of Ci;sH;30;
(Tbuprofen) per tablet /

Or 360,0 mr go 440,0 mr CisHisOz
(ubynpoden) B Tabnetke

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

Or 292,5 mr mo 357,5 mr CgHoNO,
(mapaneramod) B TabeTKe

13 | Package / Ynakoska

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10

‘| Tabnerox B ITBX/Al 6nuctep. ITo 1

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerox B [IBX/Al
onuctep. Ilo 1, 2 wiu 20 6GaucTepoB B

Onuctepy B TadKy KapTOHHYHO |Mayky KapTOHHYIO BMECTE c
BMECTE€ C  HWHCTPYKIHME! 1O [MHCTpYKLMEN O IPUMEHEHMIO.
IIPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootsercTBuu ¢ HJI.

XpaHenue

15 | Storage conditions /

At temperature not more than 25 °C. /
ITpu Temnepatype He Bbile 25 °C.

rOAHOCTH

16 | Shelf life / Cpox

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. / [IpoBoguTcs Npou3BOJUTENEM NPH
BBIMYCKE IIEPHOAHYECKH: [T Kaxaok 20-o0# cepur wiu He MeHee | pasza B roj. Ilokazatens MOXET OBITh
HE BKJIFOYCH B cepTHdUKAT aHaNIH3a GHPMEBI

Remarks : The Product conforms to ND/
IIpumeuanmne: IIpoayKT COOTBETCTBYET TpeEﬁ)BaHmIM HJT

Opinion : APPROVED
3axkmouenue: OJJOGPEHO

Hata: 17.01.2024

Prepared by / Checked by / 4 _ Approved by: ManagerAExecutive/
IToarotorneHo: ﬁ [TpoepeHo: Pravesh Rana Onobpeno: Menemkep /\PyKOBOIUTEND
Ankit Abhishek Chauhan :
Reprint Date:. Reprint Date: Reprint Date: '

Hara: 17.01.2024

Jara: 17.01.2024

Regictered Cffice: $-2-337, Road No. 3, Banjara Hills, Hyderabad -
Tal, +91 40 4200 2800, Fax

£91 40 490(

GPLCO0E507
wwwdrreddys,cam

CIN:

500034, Telangana, India

2208 Email: mail@drreddys.com
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CEPTHO®HUKAT AHAJIU3A

Formulation Unit-6
Yiil, Khot, Malagarh Road, Baddii,
Distt Solan, H.P, 173 205, IND 4

Page 6 of 6 / Cp. 6 u3z 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNoykanH®, TabJ1eTKH, IOKPHITHIE IJIEHOYHOH 060104K0ii, 400 mr + 325 mr

Batch No / Cepusa Ne : V2400009

Batch Quantity / O6bem naptuu : 765.25 Kg

040002387247

Analytical Report No / AnanuTu4yeckuii oryer Ne :

Date of Analysis / laTa anaausa: 17.01.2024

Date of Manufacture / laTra npon3soacrsa : 12/2023

Date of Expiry / Cpok rognoctn : 11/2028

Analysis performed according ND / Anann3 npoeegen mo HJI: [T N011252/01-160123

API name (INN) /

Haumenosanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number /

Homep cepun npoussoguTens PIBM230386 0925/23-24

ADC:

FP Manufacturer API Batch

number / FEQA00538 FEQA00600

Homep cepnu cyocTaHunu
npousBoanTesa I'JID:

API Manufactured by & country /
IIpoussogutens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxrTuB
®apma Caitencus Jlumuren,
HUunus

Sri Krishna Pharmaceuticals Ltd.,
India / Ilpu Kpumna
®dapmacerotukanic JIta., Uuaus

Remarks : 'I'he Product conforms to ND/
IIpumeuyanne: [Ipoaykr coorBeTcTBYET TpepoBanusm HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / Checked by / } Approved by: Managé&(ﬁcj:iive/
[ToaroToBnexo: @ [Iposepeno: Pravesh Rana Ono6peHo: Menemxep\ Pykosoautens
Ankit , L Abhishek Chauhan = "'(T
Reprint Date:. Reprint Date: Reprint Date:

Hara: 17.01.2024 Hara: 17.01.2024 - Hata: 17.01.2024

Registered Office: 8-2-33

Fel: +27 40 4900 2800, Fa

is, Hyderabad - 560034, Telangana, India

, Ermail mail@idmeddys

Lom




