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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykanH®, TabneTky, NOKPHITHIE ILIeHOYHOI 000/104K0ii, 400 Mr + 325 mMr

Batch No / Cepus Ne : V2301081

Batch Quantity / O0bem naprtuu : 719.40 Kg

040001909136

Analytical Report No / Ananuru4yeckuii oryer Ne :

Date of Analysis / lata ananmn3a:19.06.2023

Date of Manufacture / lata npou3BojctBa : May.2023

Date of Expiry / Cpok rogHoctu : Apr.2028

Analysis performed according ND / Anasnu3 nposenen no H/I: [1 N011252/01-160123

Ne

Test / Iloka3zaTenb

Results/ Pe3yjibTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnetkun
KancyJoBUAHONU (OPMBI, MOKPHITHIE
rieHouHo# 0600uKoi OpaHKeBoro
I1BE€Ta, C PUCKOH Ha OJHOH CTOpOHE;
Ha TIONepeyHoM pazpese — SApo
OeJoro yBera.

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

core at the cross-section. / Tabnerku
KancynoBUAHOH  (GOpPMbI,  MOKPBIThIE
MJICHOUHOH  00ONOYKOHl  OpaHXkeBOro

LBETA, C PHUCKOW Ha ONHOH CTOpDOHE; Ha
NOMEePeUHOM paspese — saapo Henoro Hiu
NOYTH OEJoro LBETA.

2 |Identification /
IToaauHHOCTD

Complies as prescribed/
CoOoTBETCTBYET

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) /

BpemMena ynepxuBaHHsI OCHOBHBIX MHKOB

Ha XpomartorpamMmme MCIIBITYEMOTO
pacTBopa  JAOKHBI  COOTBETCTBOBATH
BpeMeHaM  yAep)KWUBaHWS MUKOB Ha

XpoMaTorpaMMe pacTBOpa CTaHAAPTHHIX
obpasuoB ubynpodeHa U napaueTaMona

(paznen «KonuuecTBeHHOE
OIpPENCIICHUEY)
3 |Average tablets weight 971.3mg/ 971.3mMr From 9409 mg to 999.1 mg
Cpennss macca (970.0 mg + 3.0 %) /
TabJIeTOK Or 9409 wMr gdo 999,1 MT

(970,0 mr £ 3,0 %)

Remarks : The Product conforms to ND/
IIpumeuanne: IlpoaykT coorBercrByet TpeboBanusim HJL

Opinion : APPROVED
3axnrouenne: OJOBPEHO

Hata:19.06.2023

Hata:19.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: CI// Hposepem(_: Himesh Kumar Ono6peHo: Menenxep / Pykosoputens
Pardeep Kumar - = —\-—-—-— Manoj Kumar

Reprint Date:. Reprint Date: Reprint Date:

Hara:19.06.2023

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, film-coated tablets, 400 mg + 325 mg
Noykauu®, TabneTkH, NOKPLITHIE NJEHOYHOk 000J04Koi, 400 Mr + 325 mr

Batch No / Cepnsi Ne : V2301081

Batch Quantity / O6bem naptun : 719.40 Kg

040001909136

Analytical Report No / AHanuTtuueckuii oTuyer No :

Date of Analysis / JlaTa aHanu3a:19.06.2023

Date of Manufacture / JlaTa npoussoactea : May.2023

Date of Expiry / Cpok rogHoctn : Apr.2028

Analysis performed according ND / Anasu3 nposegen no HI: ITN011252/01-160123

PactBopenue

100 % to 102%

4 |Disintegration / 06 min 45 sec/ 06 mun 45 cek  |Not more than 30 min /
Pacnapaemocts He 6onee 30 muH
5 |Dissolution / 99 % To 103% Not less than 70% (Q) of Ci3Hi50:

(Ibuprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpoden) uepes 30 MuH
Not less than 70% (Q) of CsgHoNO,
(Paracetamol) after 30 iuin /
He wmenmee 70 % (Q)
(mapaueramon) yepe3 30 MuH

Ci3H130;

CsHoNO,

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBaHusam HJ|

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Jara:19.06.2023

JaTa:19.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneHo: [posepeno: Himesh Kumar Ono6peno: Menenxep / PykoBoanrens
Pardeep Kumar Q1/4 | — | Manoj Kumar E : a’j
Reprint Date:. Reprint Date: Reprint Date:

Hata:19.06.2023

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
HOoykanH®, Ta0neTKH, NOKPHITHIE J1€HOYHO# 000104K0il, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301081 Batch Quantity / O6bem mapTun : 719.40 Kg
Analytical Report No / Ananutnyeckuii oruer Ne : Date of Analysis / laTa ananu3a:19.06.2023
040001909136

Date of Manufacture / /lata nponssoacTsa : May.2023 |Date of Expiry / Cpok rognocru : Apr.2028

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

6 |Related substances / . 4-aminophenol (paracetamol impurity)
PoxcTeeHHble npumecu 0.0002% - not more than 0.005 % /

Method 1 / Merog 1 4-amuHodeHoN (MpuUMech napaileTaMoia)
- He 6onee 0,005 %

Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas eIUHHUYHAasA NpUMECH
(ubympodeHa unM napaneramona) - He
6onee 0,3 %

Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /

Cymma npumeceii (Meroa 1 + Metog 2)
- He 6osee 0,7 %

9 |Water/Bona 1.5% Not more than 5.0 %/
He 6oiee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [Ipoaykr cootBercTByeT TpeboBanusm HJI | 3axmouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarororneHo: Ilpoeepeno; Himesh Kumar Onobpeno: Meunemkep / PykoBoapirens
Pardeep Kumar | ] <:<‘r —= Manoj Kumar

Reprint Date:. Reprint Date: Reprint Date:

Hata:19.06.2023 Hata:19.06.2023 Hata:19.06.2023

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, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabaeTkH, MOKPHITHIE NJ1e110M110i 060/104K0ii, 400 Mr + 325 mr
Batch No / Cepust Ne : V2301081

Batch Quantity / O6bem napTuu : 719.40 Kg

040001909136

Analytical Report No / Anaqurnuecknii oryer Ne :

Date of Analysis / JaTta anann3a:19.06.2023

Date of Manufacture / /Iata npoussoacrsa : May.2023

Date of Expiry / Cpok rogHoctn : Apr.2028

Analysis performed according ND / Anaaus nposeaen no HJ: [1N011252/01-160123

10 |Uniformity of dosage

MJIECHEBBIX IpUOOB

c) E. coli

units /
OnHOpOAHOCTD Acceptance value (AV) should be not
JIO3UPOBAHUSA 1.3 more than 15.0 /
- Ibuprofen /n6ynpoden [lokazarens npuemnemoctu (AV) gomxed
ObITE He Oostee 15,0
- Paracetamol/ 1.4 Acceptance value (AV) should be not
napayeTamo more than 15.0 /
Tokasarens npuemnemoctu (AV) nomken
ObIThH He Oosee 15,0
11 |Microbiological purity /
Muxkpobuonoruueckas
yucrora*
a) Total aerobic NA Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O6uee yucio
a3pobHBIX
MHKPOOPTaHHU3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Obiee yncno
JPOXOKEBBIX U NA

Shall be absent in 1g / OtcyrcTBHE B
Ir

Remarks : The Product conforms to ND/
IIpumeuanne: IlpoayxT cooTBercTBYeET TpeboBaHusiM HJJ

Opinion : APPROVED
3akmouenue: OJOBPEHO

Jata;19.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IToarorosneHo: [Tposepeno: Himesh Kumar Onob6peHo: Menemxep / Pykosogurens
Pardeep Kumar l _ ) ‘, % Manoj Kumar @j
Reprint Date:. Reprint Date: Reprint Date:

Hata:19.06.2023

Hata:19.06.2023

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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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HOyRauu®, Tadiierkn, NOKPbIThIE IIEHOYHON 060104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301081

Batch Quantity / O6bem naprtuu : 719.40 Kg

040001909136

Analytical Report No / Anajnurudeckuii otuer No :

Date of

Analysis / laTa ananun3a:19.06.2023

Date of Manufacture / [lata npousBoacTsa : May.2023

Date of

Expiry / Cpok rognocru : Apr.2028

Analysis performed according ND / Ananns nposeaen mo HI: TTN011252/01-160123

12 |Assay/

ONpEACICHUC

KonnyectBeHHOE

402.8 mg / 402.8 mr

327.57 mg/ 327.57 mMr

From 360.0 to 440.0 mg of C;;His0,
(Ibuprofen) per tablet /

Or 360,0 mr po 440,0 mr C;3HisO»
(ubynpoden) B Tabnerke

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

Or 292,5 mr po 357,5 mr CgHoNO;
(napaueramon) 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 TaGnerok B IIBX/Al
tabnerok B [IBX/Al 6nucrep. [To 1 |6nuctep. Ilo 1, 2 unu 20 6Gaucrepos B
ficrepy B Nauyky KapTOHHYIO |Hauky KapTOHHYIO BMECTE c
BMECTE C  WHCTPYKUHEH MO |MHCTPYKIMEHR MO NPUMEHEHHIO.
NIPUMEHEHHUIO.

14 | Labeling / Mapkuposka| According to ND. / B cootBetcTBuu ¢ HJI.

15 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHnue Ipu Temnepatype He Bolwe 25 °C,

16 | Shelf life / Cpoxk 5 years / 5 net

FOJHOCTH

* 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. / [IpoBoAMTCS NPOU3BOAUTENEM NPH
BBINYCKE NEPUOAMUECKHU: AN Kaxaon 20-0it cepuM uiu He meHee 1 paza B roj. [Tokazarenb MOXeT ObITh
He BKJIIOYEH B CEPTHQHUKAT aHATH3a PUPMBI

Remarks : The Product conforms to ND/
IIpumeuanne: IpoaykT coorBercTBYeT TpeboBanusam HJI

Opinion : APPROVED
3axmouenne: OJIOBPEHO

Prepared by /
IloarorosneHo:
Pardeep Kumar

Checked by /
[Ipoeepeno: Himesh Kumar

—

Approved by: Manager/Executive/
Opnob6peno: Menemxep / Pyxoi)jn'renb

Manoj Kumar 6 i" :

Reprint Date:.
JlaTa:19.06.2023

Reprint Date:
Hata:19.06.2023

Reprint Date:
JaTa:19.06.2023

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 : Jbuclin, film-coated tablets, 400 mg + 325 mg
Hoyrana®, TablleTKH, HOKPBITHIE MNIEHOYHOH 000,104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301081

Batch Quantity / O6bem naprnu : 719.40 Kg

040001909136

Analytical Report No / Ananuruyeckuii otuer Ne :

Date of Analysis / laTta ananu3a:19.06.2023

Date of Manufacture / JlaTa npou3BoacTBa : May.2023

Date of Expiry / Cpok rognoctu : Apr.2028

Analysis performed according ND / Ananus nposened mo H: [T N011252/01-160123

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

Ibuprofen / Ubynpoden

Paracetamol / [Tapaneramon

Homep cepun mpou3BoauTeist
ADC:

API manufacturer batch number /

PIBM230098

5042/22-23

FP Manufacturer API Batch
number /

Homep cepun cydcTaHmun
npoussoauteJisi I'JID:

FEQA00183

FEQA00168

IIpoussoaurear APC, crpana:

API Manufactured by & country /

Solara Active Pharma Sciences
Limited, India / Conapa JkTuB
®apma Caitencus Jlnmuren,
Uunus

Sri Krishna Pharmaceuticals Ltd.,
India / Ulpu Kpuriaa
®apmackrotukainc Jita., Uuaus

Remarks : The Product conforms to ND/
IIpumeyanue: [IpoaykT cooTBeTcTBYET TpeboBaHusM HJI

Opinion : APPROVED
3aknwuenue: OJJOBPEHO

Prepared by /
IToarorosieHo:

Pardeep Kumar i

-—

Checked by /
ITposepeno: Himesh Kumar
ey F ==

Approved by: Manager/Executive/

Opnob6peHo: MeHemkep / PykoBogutenn
Manoj Kumar @J

Reprint Date:.
Jarta:19.06.2023

Reprint Date:
Hara:19.06.2023

Reprint Date:
JaTa:19.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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