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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxkanH®, Tab1eTKH, IOKPbIThIe NJIeHOYHOH 000104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301825

Batch Quantity / O6bem maptuu : 719.85 Kg

Analytical Report No / Aranurnyeckuii oTueT Ne :
040002131119

Date of Analysis / Jlata ananmsa: 27.09.2023

Date of Manufacture / lata npoussogcrsa : 08/2023

Date of Expiry / Cpok rognoctu : 07/2028

Analysis performed according ND / Anaiu3 nposeaen mo HJI: TIN011252/01-160123

Ne  |Test/ IlokasaTean Results/ Pe3yJbTaThl Specification / Hopma
1 |Description/ Onucanue |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. / Tabnerku
KancyJ0BUAHOH (OPMBI, IMOKPbIThIE KANCYJIOBHAHOH  (OpMBI,  MOKpBITHIE
OJIEHOYHOM O0BO0JIOUKOM OpaHKEeBOro|MJICHOYHOH  000J0YKOH  OpaHXkeBOro
1IBETa, C PUCKOM Ha ONHOM CTOpOHE;|LBETa, C PUCKOH HAa ONHOH CTOpOHE; Ha
Ha TIONEpeYHOM paspese — AIpO|MoNepedHoM paspese — saApo Oenoro uiau
benoro sera. nouTH 6eoro IBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[lognuHHOCTE 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 yjnepXuBaHHA OCHOBHBIX IHKOB
Ha XpoMarorpaMmme HCIBITYEMOTr0
pacTBOopa  JOJDKHBI ~ COOTBETCTBOBAaTh
BpeMeHaM  YIep)KHBaHHMsS [HKOB Ha
XpoMmaTorpaMMe pacTBOpa CTaHIJapTHBIX
obpasnor ubynpodeHa W mapameramona
(pazzen «Konu4yecTBEHHOE
OTIpEACTICHUEY)
3 |Average tablets weight 967.1 mg/967.1 mr From 9409 mg to 9991 mg
Cpenusst Mmacca (970.0 mg = 3.0 %) /
TabyeToK Ot 940,9 wMr po 999,1 Mr

(970,0 Mr+ 3,0 %)

Remarks : The Product conforms to ND/
ITpumeuanue: [Iponykt cooTBeTcTByeT TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /
IToaroroBneHo:
Santosh Kumar Maurya

—

Checked by /
[Tpoeepeno: Pardeep Kumar

Approved by: Manager/Executive/

Reprint Date:.
Hara: 30.12.2023

Reprint Date:

Jata: 30.12.2023

OnmobpeHo: Menemxkep / PykoBoaurens
Abhishek Chauhan FX\—'
N
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
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Product: Ibuclin, fil

m-coated tablets, 400 mg + 325 mg

HNOoyxkanu®, TabaeTkH, NOKPbITHIE IUIEHOYHOH 000104K0ii, 400 Mr + 325 Mr

Batch No / Cepust Ne

: V2301825 Batch Quantity / O6bem naptuu : 719.85Kg

040002131119

Analytical Report No / AnanuTnueckmii oTger Ne :

Date of Analysis / [laTta ananu3za: 27.09.2023

Date of Manufacture / Jlata npoussoacrsa : 08/2023

Date of Expiry / Cpok rogsocts : 07/2028

Analysis performed according ND / Anaan3 npoeeaen mo HJ{: [1N011252/01-160123

4 |Disintegration /
PacnapaeMocThb

06 min 04 sec/ 06 mun 04 cex

Not more than 30 min /
He 6onee 30 Muu

5 |Dissolution /
Pacteopenue

98 % to 103 %

98 % to 104 %

Not less than 70% (Q) of Ci3Hi50:
(Ibuprofen) after 30 min /

He wmenee 70 % (Q) CisHis0:
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) of CsHgNO»
(Paracetamol) after 30 min /

He wmewee 70 % (Q) CsHoNO,
(napauetamoun) yepes 30 MUH

Remarks : The Pro

duct conforms to ND/

IIpumeuanme: [Ipoaykr coorBercTByeT TpeboBanusm HJ{

Opinion : APPROVED
3axmouenue;: OJJOBPEHO

Prepared by /
IToaroroBneHo:

Checked by /

. ITpoBepeHo: Pardeep Kumar

Santosh Kumar Maurya i
/

Approved by: Manager/Executive/

Onobpeno: Meneykep / PykoBoautens
Abhishek Chauh:K &
\ A

Reprint Date:.
Hata: 30.12.2023

Reprint Date:
Jara: 30.12.2023

Reprint Date:
Harta: 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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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykann®, TabieTKH, MOKPbIThIE IJIeHOYHO 000104K0ii, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2301825

Batch Quantity / O6bem naptuu : 719.85 Kg

040002131119

Analytical Report No / Ananutayecknii oTyer Ne :

Date of Analysis / laTa anannsa: 27.09.2023

Date of Manufacture / JlaTa npoussoacrsa : 08/2023

Date of Expiry / Cpok rogaoctn : 07/2028

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

6 |Related substances /

0.0001%

4-aminophenol (paracetamol impurity)

PoncreeHHble MpUMecH - not more than 0.005 % /

Method 1/ Meton 1 4-amuHOGEeHON (TpUMECH [1apalieTaMosa)
- "e 6onee 0,005 %

Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % /
Jobas eMHUYHAs MpUMECh
(ubynpodeHa unIM MapaleraMmona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.03% - not more than 0.7 % /
Cymma npumecet (Merog 1 + Metog 2)
- He 6oinee 0,7 %
9 |Water/Bogna 1.5% Not more than 5.0 % /

He 6omnee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBaHusAM HJL

Opinion : APPROVED
3axkmouenne: OJJOBPEHO

Prepared by /
[TogrotoBneno: =
Santosh Kumar Maurya

Checked by /

[IpoBepeHo: Pardeep Kumar

.

i—

Approved by: Manager/Executive/
Ono6peno: Mene)zxep / Pykosoaurens
Abhishek Chauhan) \

N, =

Reprint Date:.
Jara: 30.12.2023

Reprint Date:

Jarta: 30.12.2023

Reprint Date: !

Jata: 30.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
\M6ykauH®, TabaeTKH, NOKPbLITLIE IVIEHO4YHOH 060.,104K0#, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2301825

Batch Quantity / O6bem naptum : 719.85 Kg

Analytical Report No / AHanuTuyecknii order Ne :
040002131119

Date of Analysis / [laTa ananu3za: 27.09.2023

Date of Manufacture / /lata nponspoactea : 08/2023

Date of Expiry / Cpox rognoctn : 07/2028

Analysis performed according ND / Ananu3s nposenen mo HJI: TTN011252/01-160123

10 |Uniformity of dosage

units /

ORHOPOAHOCTD Acceptance value (AV) should be not

JIO3UPOBAHUS 0.7 more than 15.0 /

- Ibuprofen /ubynpoden ITokazarenb npuemiaeMocTy (AV) momkeH
ObITh He H6onee 15,0

- Paracetamol/ 0.5 Acceptance value (AV) should be not

napaleTaMmost more than 15.0 /
ITokasarenp npuemsiemoctd (AV) qo/keH
ObITH He Oonee 15,0

11 |Microbiological purity /

Mukpobuonoruyeckas

gucToTa*

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

microbial count / He 6onee 1000 KOE/r

Obuiee ucno

a3pobHEBIX

MHUKpPOOPraHu3MOB

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

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

/ Ob1ee uncno

JPOAOKEBBIX U

TMJIECHEBBIX TPUOOB

c) E. coli NA Shall be absent in lg / OrcyrcTBHE B
Ir

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponykr coorBercrByer Tpebopanusm HJI

Opinion : APPROVED
3akawuenne: OJOBPEHO

Tlara: 30.12.2023

Hara: 30.12.2023

Prepared by / & Checked by / Approved by: Manager/Executive/
IToarotosneHo: [TpoBepeno: Pardeep Kumar Ono6peno: Meuemxep / PykoBoaurens
Santosh Kumar Maurya : Abhishek Chauha

Reprint Date:. Reprint Date: Reprint Date:

Jata: 30.12.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxaun®, Ta6aeTKH, NOKPHITHIE ILIeHOYHOH 060104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301825

Batch Quantity / O0bem naptuu : 719.85 Kg

040002131119

Analytical Report No / Ananurndyecknii order Ne :

Date of Analysis / lata anannza: 27.09.2023

Date of Manufacture / /laTa npousBoacTsa : 08/2023

Date of Expiry / Cpok roanocts : 07/2028

Analysis performed according ND / Ananu3 npogeaen mo HJI: 1T N011252/01-160123

12 |Assay/
KonnuectpeHHOE
OIpeIENeHUE

391.4 mg/ 391.4 Mmr

321.38 mg/321.38 Mr

From 360.0 to 440.0 mg of C;3H;50;
(Tbuprofen) per tablet /

(03 360,0 MIT o0 440,0 Mr C13H1302
(ubynpoden) B Tabnerke

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

Or 292,5 mr mo 357,5 mr CgHoNO;
(nmapaueTramor) B TabJIETKE

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerox B [IBX/Al 6nuctep. [o 1
Omucrepy B Tadky KapTOHHYIO
BMECT€ C  MHCTPYKUHMEH 1O
IPHUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / [To 10 Tabnerox B IIBX/Al
onuctep. Ilo 1, 2 unu 20 6aucrepor B
navKy KapTOHHYIO BMeECTe c
HHCTPYKIMEH M0 MPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootBercteuu ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHenue ITpu Temnepatype He Bbie 25 °C.
16 | Shelf life / Cpoxk 5 years / 5 net
TOTHOCTH

* 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. / IIpoBoANTCA NPOU3BOMUTENEM MPU
BBIILYCKE MEPHOAMYECKH: I Kaxaoi 20-oi cepuu niu He MeHee 1 pasa B rof. ITokazaTens MOXeT ObITh

He BKJIIOYEH B CepTUGUKAT aHaN3a HHPMBI

Remarks : The Product conforms to ND/

Opinion : APPROVED
3akmouenue: OJOBPEHO

IIpumeuanue: IIponykt coorBeTcTBYET TpeboBanusaM HJI

Prepared by / G‘L Checked by / Approved by: Manager/Executive/
[ogrotoeneno: — | IIposepeno: Pardeep Kumar | OnoGpeHo: MeH@yKOBOHm@HB
Santosh Kumar Maurya : Abhishek Chauhat

i N
Reprint Date:. Reprint Date: Reprint Date: . '
Jara: 30.12.2023 Hara: 30.12.2023 Hata: 30.12.2023
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CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHO®UKAT AHAJIU3A

Page 6 of 6/ CTp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykann®, TabJeTKH, MOKPBIThIE I1eHOYHOH 00010uk0i, 400 mr + 325 mMr

Batch No / Cepust Ne : V2301825

Batch Quantity / O6bem naptuu : 719.85 Kg

040002131119

Analytical Report No / Anajsutuuyeckuii oTaer Ne :

Date of Analysis / JlaTta ananu3za: 27.09.2023

Date of Manufacture / [lata npou3Boacrsa : 08/2023

Date of Expiry / Cpox rognoctn : 07/2028

Analysis performed according ND / Ananus nposesaen no HJI: 11 N011252/01-160123

API name (INN) /
Haumenopanue AO®C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / TTapaneramon

API manufacturer batch number /
Homep cepun npounssoauTeis
ADC:

PIBM230173, PIBM230173

4057/23-24

FP Manufacturer API Batch
number /

Homep cepuu cyGeTanmmn
npoussoaures I'JID:

FEQA00296, FEQA00297

FEQA00242

API Manufactured by & country /
IIponzBoautenn ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa 3xTHB
®apma Caitencus Jlumuren,
Unnus

Sri Krishna Pharmaceuticals Ltd.,
India / Hlpu Kpumina
®dapmacerotukanc JIta., Munus

Remarks : The Product conforms to ND/
IIpumeuanue: Ilpoaykr coorBercTBYET TpeboBaHusaM H]I

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
IloarotoBneHo:
Santosh Kumar Maurya

Checked by /
IIpoeepeno: Pardeep Kumar

=

"

Approved by: Manager/Executive/

Onobpeno: Menentkep / PykoBoaurens
Abhishek Chauhan \

Reprint Date:.
Hara: 30.12.2023

Reprint Date:
Hara: 30.12.2023

Reprint Date:
Hata: 30.12.2023

—
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