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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyknuu®, TabneTkH, NOKpPLITHIE IEHOYHOI 060/1049K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301826

Batch Quantity / O6wem naprtun : 375.8 Kg

040002209391

Analytical Report No / Ananutuyecknii otuer No ;

Date of Analysis / Jata ananusa: 16.10.2023

Date of Manufacture / Jlata npoussoactsa : Sep.2023

Date of Expiry / Cpok roguocts : Aug.2028

Analysis performed according ND / Auaaus nposesen no HJI[: 1 N011252/01-160123

Ne  |Test/IlokazaTenn

Results/ PesyasTaTh!

Specification / Hopma

1 [Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KarncynoBuAHOH (OpMbI, MOKPHITEIE
TJIEHOYHOI 000J104KOH OpaHKeBoro
LIBETa, C PUCKOHl Ha OIHOH CTOpOHE;
Ha [ONEpevYHOM paspeze — SIpo
Henoro geTa.

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

core at the cross-section. / Ta6reTku
KarcynoBHAHOH  (OpPMBI,  IOKPEHITHIE
MJeIOYHOH  000NOuKOoll  OpaHKeBOro

1BETa, C PHUCKOH Ha ONHOH CTOpOHE; Ha
NOTCPCYHOM paspesc — fapo Genoro uiu
MOYTH Oenoro ngera.

2 |Identification /
TlognuHHOCTE

Complies as prescribed/
CooTreTcTRYET

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) /

Bpemena ynepiBaHHs OCHOBHBIX THKOB
nn XPOMATUL paMme ALLLITYeMUL'U
pacTBopa  OOMKHBI  COOTBETCTBOBATH
BpeMEHaM  YJepKUBaHHS THKOB Ha
XpoMaTtorpaMme pacTBOpa CTaHIAPTHBIX
obpasuos ubynpodeHa u napaueramona

3 |Aveiage lablels weight
Cpennss macca
TabneToK

966.4 mg / Y66.4 Mr

(paszmen «Konnuecteennoe
OTIpelENeHHEY) _ i )
From 9409 mg to 999.1 mg

(970.0 mg +3.0 %) /
Or 9409 wmr go
(970,0 mr £+ 3,0 %)

999,1 MT

Remarks : The Product conforms to ND/
Ipumedanue: [IpoayKT COOTBETCTBYET TpeboBaHMsIM H /|

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Hara: 16.10.2023

Prepared by / @_’ Checked by / Approved by: Manager/Executive/
[Toarororneno: ITposepeno: Pardeep Kumar Onobpeno: Menemkep / PykoBoaures
Santosh Kumar Maurya Munish Sharma

Reprint Date: Reprint Date: Reprint Date:

Harta: 16.10.2023

Hata: 16.10.2023

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOyxnuH®, Ta61eTKH, HOKpPBLITBIE ILIEHOYHOM 000104Kk0ii, 400 Mr + 325 mr

Batch No / Cepust No : V2301826

040002209391

Analytical Report No / Auanutnyeckuii oryer No :

Batch Quantity / Oobem maprun : 375.8 Kg

Date of Analysis / Jlata anaauza: 16.10.2023

Date of Manufacture / Jlata npoussoacrsa : Sep.2023

Date of Expiry / Cpok rognocrsn : Aug.2028

Analysis performed according ND / Ananu3 npose/en o HJI: TIN011252/01-160123

4 IDisintegration /
Pacnamaemocts

07 min 14 sec/ 07 mun 14 cex

Not more than 30 min /
He 6omnee 30 mun

5 |Dissolution /
Pactropenue

98 % To 101 %

96 % to 102 %

Not less than 70% (Q) of C;3H;50,
(Ibuprofen) after 30 min /

He wMmenee 70 % (Q) Ci3His0,
(nbynpoden) yepes 30 Mun

Not less than 70% (Q) of CsHeNO;:
(Paracetamol) after 30 min /

He meree 70 % (Q) CsHoNO;,
(napaueramon) yepes 30 MuUH

Prepared by / @P\

Ilogrorosneno; ———
Santosh Kumar Maurya

Reprint Date:
Jlata: 16.10.2023

Remarks : The Product conforms to ND/
lIpumeyanmne: [Tpoaykr COOTBeTCTBYET TpeboBanusam HJI

Opinion : APPROVED
3akiodenne: OJJOBPEHO

Checked by /
ITporepeno: Pardeep Kumar

Approved by: Managet/Execulive/
Onobpeno: Menemxep / PykoBourens

Munish Sharma / p

Reprinf Date:

Hata: 16.10.2023

Reprinl Dato:
Hara: 16.10.2023

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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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOyxunna®, TabreTKkH, NOKPBITHIE INIEHOYHOiT 0601049 K0iT, 400 Mr + 325 mr

Batch No / Cepusa Ne : V2301826

Batch Quantity / O6bem napruu : 375.8 Kg

Analytical Report No / AnanuTayeckuii oryer No :
040002209391

Date of Analysis / Jlata ananuza: 16.10.2023

Date of Manufacture / /lata mpoussoacrsa : Sep.2023

Date of Expiry / Cpok rogsoctn : Aug.2028

Analysis performed according ND / Anasus nposegen no HJI: ITN011252/01-160123

6

Related substances /
Poncteennbie nprMecu
Method 1/ Meton 1

Method 2 / Meton 2

0.001%

BDL (Disregard Area 6978)

0.001%

4-aminophenol (paracetamol impurity)
- not more than 0.005 % /

4-amunodenon (MpuMeck NapaneTamoa)
- He 6onee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas eAMHIYHas NpUMECh
(ubynpodena wnu napaneramona) - He

oonee 0,3 %

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

Cymma npumecelt (Meron 1 + Meron 2)
- He Oonee 0,7 %

9 |Water/Bona

1.5%

Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITpumeuanne: [TpoaykT cooreercTByeT Tpebonanusm HJT

Opinion : APPROVED
Zarmwouenue: OJIOGPEHO

Picpaied Ly / q@.
TTogrorosneno:
Santosh Kumar Maurya

Cliecked by /

ITposepeno: Pardeep Kumar

ol

Approved by: ianaget/Hxecutive/
Onobpeno: Menemxep / PykoBoaurens
p p/ty :

Munish Sharma é__t_/-‘—-

Reprint Date:
Hara: 16.10.2023

Reprint Date:

Hara: 16.10.2023

Reprint Date:
Hara: 16.10.2023

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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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoycauu®, Tab6JcTKH, IOKPBITHIE IJ1eH04YH0i 060104K0ii, 400 Mr + 325 mr

Batch No / Cepusa Ne : V2301826

Batch Quantity / O6bem napTuu : 375.8 Kg

040002209391

Analytical Report No / Anasmrugeckuii oryer No :

Date of Analysis / laTta anaau3za: 16.10.2023

Date of Manufacture / Jlata mpou3Boacrsa : Sep.2023

Date of Expiry / Cpoxk rognocts : Aug.2028

Analysis performed according ND / Anaius nposeaen mo HJI: TTN011252/01-160123

10 |Uniformity of dosage

1| 

units /

OnnaopoaHoCTh Acceptance value (AV) should be not

JIO3UPOBAHUSA 0.9 more than 15.0 /

- Ibuprofen /ubynpoden ITokazarens npuemaemoctu (AV) nomken
ObITE He Oonee 15,0

- Paracetamol/ 1.0 Acceptance value (AV) should be not

napaneramon more than 15.0 /
ITokazarens npuemiemoctu (AV) nomxen
ObITh He Oonee 15,0

11 [Microbiological purity /

Muxkpobuonoruyeckas

yicToTa*

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

microbial count / He 6onee 1000 KOE/r

Ob1ee uucno

45p0OHBIX

MHKPOOPraHH3MOB

b) Total combined Nol more than 100 CFU/g/

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

[ Obmee uncno

JPOACKCBLIX H

IJIECHEBEIX TPHOOB

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

Remarks : The Product conforms to NI/

Opinion : APPROVED

Zaxmwouenne: OJJOBPEHO

IIpumevanue: TIpoaykT cooTBeTcTBYET Tpebosanusam HJI

Prepared by / @:— Checked by / Approved by: Manager/Executive/
IToproroBieHo: < Ipoeepeno: Pardeep Kumar | Ono6peno: Menemxkep / BOJIMTEND
Santosh Kumar Maurya Cﬁ/ Munish Sharma

_ el
Reprint Date: Reprint Date: Reprint Date:
JHara: 16.10.2023 Harta: 16.10.2023 Hara: 16.10.2023 .

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €:¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS el +9198166 56001-02
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykauu®, TabJeTKH, MOKPHITLIE ILIEH0YHOI 060104K0it, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301826

040002209391

Analytical Report No / AranuTnyeckuii otyer Ne :

Date of

Batch Quantity / O6sem napruu : 375.8 Kg

Analysis / laTa ananu3za: 16.10.2023

Date of Manufacture / lata npoussoacrsa : Sep.2023

Date of

Expiry / Cpox ronsocts : Aug.2028

Analysis performed according ND / Ananus nposenen no HJI: ITN011252/01-160123

12 |Assay/ 397.1 mg/397.1 Mmr From 360.0 to 440.0 mg of Ci3HisO:
KonnuectBennoe (Ibuprofen) per tablet /
onpejeieH1e Or 360,0 mMr mo 440,0 mr C;3H;s0s
(ubynpoden) B Tabnerke
323.30 mg/ 323.30 mr From 292.5 to 357.5 mg of CsH¢NO,
(Paracetamol) per tablet /
Or 292,5 mr mo 357,5 mr CsHoNO,
(mapaneramon) r TabneTke
13 | Package / Ynakorka 10 tablets in PVC/AI blister. 1 |10 tablets in PVC/Al 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. / ITo 10 Tabnerox B [IBX/Al
tabnerok B [IBX/Al 6mucrep. ITo 1 |6nuctep. Mo 1, 2 unu 20 6mucTepoB B
OnucTepy B Mavyky KapTOHHYIO |Madky KapTOHHYHO BMEcCTe ¢
BMECT€ €  MHCTPYKIHEH 10 |HHCTpYKLHEH [0 IPUMEHEHHIO.
IPHMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B coorsetcteuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHHe TTpw TeMmiepaType He renme 25 °C,
16 | Shelf life / Cpox 5 years/ 5 net
TOJHOCTH

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameler may be absent from the Company's certificate of analysis. / 1 1poBoAHTCS NPOM3BOIHUTENEM IPH
BBINYCKE NCPHOANYECKH: A Kaxoif 20-0if cepun uiaM He MeHee 1 pasa B roj. [lokazaTenb MOXeT ObITE
HE BKJIIOYEH B CEPTHQMKAT aHAIH3a UPMEI

Remarks : The Product conforms to ND/
Ipumeuanwne: [TpoxykT cootBeTcTBYeET TpeboBanuam HJI

Opinion : APPROVED
3axkmovenue: OJJOGPEHO

Qv

[

Prepared by /
INoaroToBneHo:
Nantosh Kumar Manrya

Checked by /
Lposepeno: Pardeep Kumar

L —

Approved by: Manager/Executive/
Onobpeno: Meﬁeﬂmcp_/,,\?_)_glaomrrenb

Munigh Sharma AN~

Reprint Date:

Reprint Date:
Hara: 16.10.2023

Reprint Date:
Hara: 16.10.2023

Jlara: 16.10.2023

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02

CEPTUO®HKAT AHAJIM3A

www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HoyxkauH®, TabaeTkH, NOKPLITHIE ILIEHO4NOi 060.104K0ii, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2301826

Batch Quantity / O6bem napruu : 375.8 Kg

040002209391

Analytical Report No / AnanaTutecknii ot+er Ne :

Date of Analysis / IaTa ananmnsa: 16.10.2023

Date of Manufacture / Jlata npoussoscria : Sep.2023

Date of Expiry / Cpok roanoctu : Aug.2028

Analysis performed according ND / Anaaus nposeaen no HJI: ITN011252/01-160123

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

Ibuprofen / M6ynpoden

Paracetamol / [Tapaneramon

API manufacturer batch number /
Homep cepun npoussoauTens
ADC:

PIBM230185

4058/23-24

FP Manufacturer API Batch
number /

Homep cepun cyGeTanuun
npouspoguTenas I'JIdD:

FEQA00299

FEQA00243

API Manufactured by & country /
IIpouseoaurens ADC, crpaua:

Solara Active Pharma Sciences
Limited, India / Conapa Dxrus
@apma Caiiencus Jlumures,
HUnpus

Sri Krishna Pharmaceuticals Ltd.,
India / Illpu Kpuuina
@apmacerotukanc JIitn., Maaus

Remarks : The Product conforms to ND/
IIpumeyanue: [poaykr cooreercteyeT Tpeboranusm HJT

Opinion : APPROVED
3akmwouenne: OJOBPEHO

Prepared by /
ITogroroBneno: —
Santosh Kumar Maurya

Checked by /
IIpoeepeHo: Pardeep Kumar

—
FE—

-

Munish Sharma

Approved by: Manager/bExecutive/

Ono6peHo: MEHWBOHHTEHL
T

Reprint Date:
Harta: 16.10.2023

Reprint Date: -
Hara:

16.10.2023

Reprint Datc:
Hata: 16.10.2023

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




