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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxauna®, TabaeTku, NOKPbITHIE IIEH04YHO0I 060104K0i, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2302491

Batch Quantity / O6bem naptuu : 767.20 K

040002359660

Analytical Report No / AranaTayecknii oT4et Ne :

Date of Analysis / JlaTa ananu3a: 28.12.2023

| Date of Manufacture / laTa npon3eoacrsa : 12/2023

Date of Expiry / Cpox rogrocry : 11/2028

Analysis performed according ND / Ananus nposegest mo H: [1N011252/01-160123

Ne  |Test/ IlokazaTean

Results/ PesysibTaTni

Specification / Hopma

1 |Description/ Omucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the  cross-section../  l'abnerku
KancyJIoBHUIHOH (OpPMbI, IMOKPBITHIC
IIeHOYHOH 000JI09KOi OpaHXeBOro
L{BETA, C PUCKOH Ha OJHOH CTOpPOHE;
Ha TOMEpPeYHOM pa3pese — SApO
6enoro mBeTa.

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

core at the cross-section. / ‘l'abnerku
KancyJoBHAHOH  (GOpMBL,  TIOKPBIThIE
TUIEHOYHOH  000JI0YKOH  OpaHXeBoro

11BeTa, C PUCKOM HAa OAHOA CTOpOHE; Ha
[OMepeyHoM pa3spese — sapo 6enoro Hiy
no4ty 6enoro LgeTa. '

2 |Identification /
[TopnuHHOCTE

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) /
BpeMeHa ynep)xuBaHHS OCHOBHBIX MHKOB
Ha XpoMarorpamme HCIIBITYEMOro
pacTBopa  JOIDKHEL  COOTBETCTBOBATH
BpeMEHaM  yIepKHBaHHS TIHKOB  Ha
XpOMaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpasioB ubynpodena M napaueramona
(paznen «KonuvyecTBeHHOE
ONIPEAETICHHEN)

tabneTox

3 |Average tablets weight
Cpennsia macca

972.0 mg/ 972.0 Mmr

From 9409 mg to 999.1
(970.0 mg £ 3.0 %) /
Or 940,9 w~mMr 1o

(970,0 Mr + 3,0 %)

mg

999,1  w™mr

Remarks : The Product conforms to ND/
ITpumeyanue: TIponykt cooTBeTcTBYET TpeboBaHusamM HJT

Opinion : APPROVED
3axmouyenne: OJIOGPEHO

Hata: 28.12.2023

Jlara: 28.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[onrorosneHo: IlpoeepeHo: Santosh Kumar | Opmo6peno: Menemxep / Pykosoautens
Ankit = Maurya Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Hara: 28.12.2023

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

CIN: L8S195AP1984PLCO04507
www.drreddys.com

Tel: +91 40 43800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, TabaeTkn, NOKPHIThIE IUICHOYHOMH 0001049K0ii, 400 Mr + 325 mMr

Batch Ne / Cepnst Ne : V2302491

Batch Quantity / O6nem napruu : 767.20K g

040002359660

Analytical Report No / AnannTuyecknii oTder No :

Date of Analysis / JlaTa ananusza: 28.12.2023

Date of Manufacture / JJara npou3zsogcrsa : 12/2023

Date of Expiry / Cpok ronHocts : 11/2028

Analysis performed according ND / Ananu3 nposenen no HJ[: [TN011252/01-160123

4 |Disintegration /
Pacnagaemocts

05 min 51 sec/ 05 MuH 51 cex

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
Pactroperne

99% To 101 %

101 % to 103 %

(Ibuprofen) after 30 min /
(ubynpoden) uepes 30 MUH

(Paracetamol) after 30 min /

(napaueramon) uyepes 30 MHH

Not less than 70% (Q) of Cy;3H;30,
He wmenee 70 % (Q) Ci3H;0;
Not less than 70% (Q) of CsHoNO,

He wmenee 70 % (Q) GCsHyNO,

Remarks : The Product conforms to ND/
JYIpumeuanne: IIpogykT coOTBETCTBYET TpeboBaHMAM H L

Opinion : APPROVED
Jarkmwyenne: OJJOBPEHO

Hara: 28.12.2023

Hata: 28.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[Noaroroenexo: ITposepero: Santosh Kumar | Ono6peno: Menemkep / Pykosoautens
Ankit / Maurya Manoj Kumar @ﬁz

—
Reprint Date: Reprint Date: Reprint Date:

MHara: 28.12.2023

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: | 85195AP1984P1 CNN45NT
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabseTku, NOKPLITHIE IIeH0uHol 0601049K0if, 400 mr + 325 Mr

Batch No / Cepusi Ne : V2302491

Batch Quantity / O6wem mapran : 767.20K g

040002359660

Analytical Report No / AnanuTH4YecKkMi oTder Ne :

Date of Analysis / llaTa ananu3a: 28.12.2023

Date of Manufacture / JlaTa npousBoacrsa : 12/2023

Date of Expiry / Cpox rogsocrs : 11/2028

Analysis performed according ND / Anasmz nposesen no HJI: TIN011252/01-160123

6 |Related substances /

0.0001%

4-aminophenol (paracetamol impurity)

PoacreeHHEIE IPUMECH - not more than 0.005 % /

Method 1/ Mertogn 1 4-amunodeHon (MpUMeCh napaneramMona)
- He 6onee 0,005 %

Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jhobas eMHUYHAs TIPHUMECH
(ubynpodieHa MM MapaleTamojia) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.04% - not more than 0.7 % /
Cymma npuMeceit (Meron 1 + Meton 2)
- "e 6onee 0,7 %
9 |Water /Bona 1.3% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
TTpumenanue: MpoaykT cootsercTryeT TpeboBannsm HIT

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Jara: 28.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
TlogroToBneHo: Tlposepeno: Santosh Kumar | Ono6peno: Menemxep / Pykogoxurens
Ankit / Maurya Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Jara: 28.12.2023

Jara: 28.12.2023

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: L85195AP1984PLC004507

www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyk1HH®, TabaeTKH, DOKPhITHIE NJIeHOYHOH 060109K0ii, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2302491

Batch Quantity / O6sem mapTun : 767.20K g

040002359660

Analytical Report No / AHanuTu4eckuii order Ne :

Date of Analysis/ {aTa ananu3za: 28.12.2023

Date of Manufacture / lata nponssoacrsa : 12/2023

Date of Expiry / Cpok roasocrn : 11/2028

Analysis performed according ND / Auanus nposesen no HJI[: ITN011252/01-160123

10 |Uniformity of dosage

units /

OnHopoHOCTE Acceptance value (AV) should be not

JO3HPOBAHUS 1.2 more than 15.0 /

- Ibuprofen /u6ynpodeu Tokasarens npuemnemocTd (AV) nomken
OwiTh He Oonee 15,0

- Paracetamol/ 1.2 Acceptance value (AV) should be not

napaneramon more than 15.0 /
Iokaszarens npuemnemocty (AV) gomken
OwiTh He Gonee 15,0

11 [Microbiological purity /

Mukpobnonoruyeckas

yHCTOTA*

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

microbial count / He 6onee 1000 KOE/r

O6uee uncno

a3pobHbIX

MHKPOOPraHH3MOB

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

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

/ Ob1ee Hucio

JIPOMOKEBBIX U

TJIECHEBBIX TpubOB

c) E. coli NA Shall be absent in 1g / OrcyrcTBue B

Ir

Remarks : The Product conforms to ND/
Ilpumeuanne: [poaykTt coorBercTeyer TpeGoranusm HJI

Opinion : APPROVED
3axkmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IHoarorosneHo: [Nposepeno: Santosh Kumar | Onobpeno: Menemkep / Pykosomutens
Ankit / Maurya Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Hata: 28.12.2023 Hara: 28.12.2023 Hara: 28.12.2023

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- 1 R5195AP1GRAPI CONASNT
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yknnu®, TabaeTku, NOKPLITHE MIeHoYHOoH 00010uK0ii, 400 Mr + 325 Mr

Batch No /' Cepust Ne : V2302491

Batch Quantity / O6bem mapruu : 767.20 Kg

040002359660

Analytical Report No / AHannTHYeckuii oTueT Ne : Date of

Analysis / JlaTa anannsa: 28.12.2023

'Date of Manufacture / Mara npousgofcrea : 12/2023  |Date of

Expiry / Cpoxk roasocts : 11/2028

Analysis performed according ND / Anann3 nposesen mo HJL: ITN011252/01-160123

12 |Assay/

onpeneneHue

Konuuecrsennoe

395.9 mg/ 395.9mr

324.18 mg/ 324.18 mr

From 360.0 to 440.0 mg of C;3H;s0;
(Ibuprofen) per tablet /

Or 360,0 mr mo 440,0 mr C;Hj0,
(ubynpoden) B Tabnerke

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

Or 2925 mr po 357,5 mr CgHsNO;
(napaueramon) B tabierke

13 | Package / VnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
Tabnerox B [IBX/Al 6auctep. Io 1
6nucrepy B Nauky KapTOHHYIO
BMECTE €  HHCTpYKHHEH 1o
TIPUMEHEHHIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Ta6netox B ITBX/Al
Gmucrep. Ilo 1, 2 wm 20 Gnucrepos B
|mauxy KAPTOHHYO BMECTE c
MHCTPYKIIHEH [0 MPHMEHEHHIO.

14 | Labeling / Mapxuposka

According to ND. / B coorserctBum ¢ HJI.

XpaHeHue

15 | Storage conditions /

At temperature not more than 25 °C. /

ITpH Temnepatype He Bbiie 25 °C.

FOQHOCTH

16 | Shelf life / Cpox

5 years / S 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. / [IpoBoauTCs IPOM3BOAHTENEM NPH
BBITYCKE NEPUOAMYECKH: Jist Kekmon 20-0H cepuu wim He MeHee 1 pasa B roa. IlokasaTens MoxeT 6bITh
HE BKJIFOYEH B CEPTU(UKAT aHaTH3a GUPMBI

Remarks : The Product conforms to ND/
lpuwveuanue: [poaykr coorsercrayer rpeGosanuam HJT

Opinion : APPROVED
Baxmoyenne: OOBPEHO

Jata: 28.12.2023

Prepared by / Checked by / Approved by: Maﬁager/E__xecutive/
[ToarorosneHo: ,’J [posepeno: Santosh Kumar | Ono6perno: Menemxep / Pykosoaurens
Ankit 4 L Maurya Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Hara: 28.12.2023

Jara: 28.12.2023

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@dsreddys.com

CIN- 125105 ARLRRIPLCOCABOT
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoycma®, rafaerk, MOXphITHIe MIEH0YHOH 060/104K0i, 400 Mr + 325 Mr

Batch No / Cepua Ne : V2302491

Batch Quantity / OGnem naprun : 767.20 K g

040002359660

Analytical Report No / AHanuTH4eckuii oT4er No :

Date of Analysis / JIata ananusa: 28.12.2023

Date of Manufacture / lata npoussogcrsa ¢ 12/2023

Date of Expiry / Cpox rognocts : 11/2028

Analysis performed according ND / Ananu3 npogenen no HJI: JIN011252/01-160123

API name (INN) /
Haumenosanue AOC (MHH):

Ibuprofen / M6ynpoden

Paracetamol / [Tapanetamon

API manufacturer batch number /
Homep cepuH NpoH3BOIHTEIN
ADC:

PIBM230386

0835/23-24, 0925/23-24

FP Manufacturer API Batch
number /

Homep cepnu cy6cTanuun
npouspogutTena I'JIdD:

FEQA00538

FEQAO00566, FEQA00600

API Manufactured by & country /
IIpouzsoaurens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxruB
®apma Caiiencus Jlumuren,
Wnpnus

Sri Krishna Pharmaceuticals Ltd.,
India / IlIpu Kpuiina
®apmacsrotukanc JIta., Uuaus

Remarks : The Product conforms to ND/
Hpumcyuanne: [poaykT cootBeTcIBye 1 1peGusatim [1]]

Opinion : APPROVED
Zaremorenmet OJIOBPTHO

Prepared by / Checked by / Approved by: Manager/Executive/
Iogrorosnexo: r\ ITpoBepeno: Santosh Kumar | Ono6peHo: MeHevkep / Pykosoguterns
Ankit Maurya Manoj Kumar G’ g fﬂ

—_— Lt
Reprint Date: Reprint Date: Reprint Date:
Hata: 28.12.2023 Hara: 28.12.2023 | Mara: 28,12.2023

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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