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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxauu®; TabJeTKH, NOKPBITHIE ILIEN04H0# 0601049KO0M, 400 mr + 325 mr

Batch No / Cepust Ne : V2302633

Batch Quantity / O6bem naptu : 776.0 Kg

040002361755

Analytical Report No / AnanurnyeckHii or4er Ne :

Date of Analysis / laTa ananuza: 29.12.2023

Date of Manufacture / Jlata npoussoacrsa : 12/2023

Date of Expiry / Cpox roanocrn : 11/2028

Analysis performed according ND / Anaau3 nposeaen no HJI: ITN011252/01-160123

Ne  [Test/IloxazaTens

Results/ Pe3yabTathbi

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnetrku
KancynoBuaHOH (OpPMBI, MOKDBITHIE
r1eHoYHOH 060N0YKOH OpaHXKEeBOTO
LIBETA, C PUCKOH Ha ONHOH CTOPOHE;
Ha [ONEpEeYHOM pa3pese — sapo
6enoro npeTa.

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

core at the cross-section. / Tabnerkn
KancyjJoBHAHOM  (OPMBI,  TIOKPBITEHIE
WIeHoYHod  O0O0NOYKOA  OpaH)XeBOro

[BETa, C PHUCKOW Ha OAHOH CTOPOHE; Ha
MONEPEYHOM paspese — sapo 6enoro umm
rmo4TH Oenoro LBeTa.

2 |Identification /
ITognuuHOCTH

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) /

Bpemena yaepKuBaHHsl OCHOBHBIX ITMKOB

Ha XpomMmaTorpaMmme UCITBITYEMOI'O
pacTBOpa JA0JIDKHBIL COOTBETCTBOBATH
Bp€MEHaM  YACpPKHUBAHUA TTHKOB Ha

XpOMaTorpaMMe pacTBOpa CTaHAAPTHBIX
o6pasuoB ubynpodeHa W napaneramona

(paznen «KonuuecTBeHHOE
OITPEAEITIEHNED)
3 |Average tablets weight 971.4mg/971.4 Mr From 9409 mg to 999.1 mg
Cpennsin macca (970.0 mg £+ 3.0 %) /
Tabnetox Or 940,9 wmr gm0 999,1 MT
(970,0 mr + 3,0 %)

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoayKT coOTBETCTBYET TpeboBanuam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Hara: 29.12.2023

Jara: 29.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[loaroTosneHo: B TIporepeno: Santosh Kumar | OpoGpeno: Menemkep / PykosoauTens
. /
Ankit [ Maurya ,(X{; Manoj Kumar w
L) (A6
Reprint Date: Reprint Date: Reprint Date:

JHata: 29.12.2023

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: L85195AP1984PLCO04507
www drreddys.com
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6yxaun®, TaGJCTKH, MOKPHITHIE IIEHOYHOH 000104KOH, 400 mr + 325 mr

Batch No / Cepua Ne : V2302633

Bateh Quantity / O6bem mapruun : 776.0 Kg

Analytical Report No / Ananntnyecknii oryer Ne :
040002361755

Date of Analysis / [laTa anann3a: 29.12.2023

Date of Manufacture / laTa mpon3Bojiersa : 12/2023

Date of Expiry / Cpok roasocrn : 11/2028

Analysis performed according ND / Anaju3 nposegen no HII: [1N011252/01-160123

4

Disintegration /
PacnapaemocTs

06 min 20 sec/ 06 mun 20 cek

Not more than 30 min /
He 6onee 30 MmuH

Dissolution /
PacrBopenne

100 % To 103 %

98 % t0 102 %

Not less than 70% (Q) of CisH;50;
(Tbuprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpooden) uepes 30 MUH

Not less than 70% (Q) of CsHoNO:
(Paracetamol) after 30 min /
He wmewee 70 % (Q)

Ci3H 50,

CsHoNO>

(mapaneramon) yepes 30 MuH

Remarks : The Product conforms to ND/
ITpumeuanize: TlpoaykT coorercTayetr Tpebosauuam HIT

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
TloaroroeneHo: [Tpoeepeno: Sa?;ﬁ)i}f Kumar | Ono6peno: Meunemxep / ?%aono HTENb
Ankit @ Maurya Manoj Kumar ‘z{i i ﬁ
Reprint Date: Reprint Date: Reprint Date:

Harta: 29.12.2023 Hata: 29.12.2023 Ilata: 29.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
lel: +91 40 4500 2500, Fax: +91 40 4900 299Y, Email: mail@drreddys.com
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Produet: Ibuclin, film-coated tablets, 400 mg + 325 mg
. |H6ykaun®, TabieTkn, MOKPHITHIC NICHOYHOI 060104K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2302633

Batch Quantity / O6bem mapthu : 776.0 Kg

040002361755

Analytical Report No / AHanutTnyecknii oTuer Ne :

Date of Analysis / laTa aHanu3a:-29.12.2023

Datc of Manufacture / laTa npouzsojcrea : 12/2023

Date of Expiry / Cpok roguocrs : 11/2023

Analysis performed according ND / Anann3 nposegen no HI: 1 NO1 1252/01-160123

6 |Related substances /
PopncTBeHHbIE TPUMECH
Method 1 / Merog 1

Method 2 / Meton 2

0.001%

0.05%

0.05%

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

4-amunodeHo (MpuMech NapaLneTaMona)
- ye 6onee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % /
Jlrobas eIUHHYHAs NIPHMECh
(u6ynpodeHa WNM MApaleTamona) - HE

6onee 0,3 %

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

iCymma nipumeceit (Metoz 1 + Metoz 2)
- He 6onee 0,7 %

9 |Water/Bona

1.4%

Not more than 5.0 % /
He 6o0mee 5,0 %

Remarks : The Product conforms to ND/
ITpumeyaune: [TpoaykT coorBeTcTBYET Tpeboanmusam HJI

Opinion : APPROVED
3axnrouenne: OJJOBPEHO

Hara: 29.12.2023

Hara: 29.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneHo: ﬁ/ [Mposepeno: Santosh Kumar | Opobpeno: Meneaxkep / Pykogoantens
Ankit ~ Maurya Manoj Kumar f }h;,“/(

Reprint Date: Reprint Date: Reprint Date:

Jarta: 29.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
jelt +91 40U 490U 290U, Fax: +91 4U 490U 2499, Email: mall@drreddys.com

CIN: L85195AP1384PLC004507
www.drreddys.com
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Dr. Reddy's Lahoratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
W6yknna®, TableTKH, IOKPbITHIE IIEHOYHOH 060/1049K0#, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2302633

Batch Quantity / O6bem naptuu : 776.0 Kg

Analytical Report No / AHanuTHYeckHii oTuer No :
040002361755

Date of Analysis / lara ananusa: 29.12.2023

Date of Manufacture / laTa npou3ssogcrsa : 12/2023

Date of Expiry / Cpok rogsoctu : 11/2028

Analysis performed according ND / Ananu3s nposenen no H/I: [INO1 1252/01-160123

10

11

Uniformity of dosage
units /

OAHOPOJHOCTH Acceptance value (AV) should be not

JO3HPOBAHHUA 1.8 more than 15.0 /

- Tbuprofen /n6ynpoden IToka3zareis npueMneMocTd (AV) aAoimkeH
6bITh He 6onee 15,0

- Paracetamol/ 1.8 Acceptance value (AV) should be not

napaueramos more than 15.0 /
IToxasaTens npueMaeMoctd (AV) noxkeH
6bITH HE Houee 15,0

Microbiological purity /

MukpobHonorudeckas

yucrorta*

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

microbial count / He 6onee 1000 KOE/r

O6uee gucno

a’pobHbIX

MHKPOOPraHK3MOB

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

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

/ Obuiee yuCiIO

JPOAOKEBBIX U

TUIECHEBBIX FPHOOB

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

ir

Remarks The Product conforms to ND/

Opinion : APPROVED
Zaxnouenue: OJOBPEHO

Hata: 29.12.2023

Hara: 29.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[TofsroroBneHo: A IIpoBepeHo: S&%tosh Kumar | Ono6peno: Menemxep / Pykosouirens
Ankit /)~ Maurya R Manoj Kumar £ Lo

Reprint Date: Reprint Date: Reprint Date:

Hara: 29.12.2023

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
lel: +9:1 4U 490U 2900, Fax: +9'1 4U 4900 299Y, kmail: matl@drreddys.com
CIN: L85155AP1984PLC0O04507
www.drreddys.com




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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
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Product; Ibuclin, film-coated tablets, 400 mg + 325 mg - -
MU6yKinu®, TabneTkH, NOKPBIThIE NNIeHOYHO# 060.101K0if, 400 Mr + 325 mr
Batch No / Cepus Ne : V2302633 Batch Quantity / O6bem napTan : 776.0 Kg
Analytical Report No / AHanuTH4ecKHi oT4er No : Date of Analysis / laTa anamsa: 29.12.2023
040002361755
Date of Manufacture / Jlata npoussoacrsa : 12/2023 | Date of Expiry / CpoK roanocTH : 11/2028
Analysis performed according ND / Ananus nposesen mo HJI: [TNO1 1252/01-160123
12 |Assay/ 401.9 mg/401.9 mMr From 360.0 to 440.0 mg of C;3H ;50
KonnuecTseHHOE (Tbuprofen) per tablet /
olipeneeHue Or 360,0 mr mo 440,0 mr CisHs0,
(ubynpoden) B TabneTke
32497 mg/ 324.97 Mmr From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
Or 292,5 mr mo 357,5 mr CsHoNO;
(napaueramon) B TabeTke
13 | Package / Ynakoska 10 tablets in PVC/Al 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. / ITo 10 |in a carton. / ITo 10 Tabnerok B [IBX/Al
ta6nerok B [IBX/Al 6mucrep. [To 1  |6mucrep. ITo 1, 2 unn 20 Gnucrepos B
67aMcTepy B MauKy KapTOHHYHO |Iadky KapTOHHYO BMECTE ©
BMECTE C  MHCTpYKUMEH TO |HHCTPYKUMEH 10 NPHMEHEHHMIO.
TIPAMEHEHHUIO.
14 | Labeling / Mapkuposka | According to ND. / B cooTBeTCTBIH C HJL.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHMHe Ipu TemMneparype He Bsile 25 °C.
16 | Shelf life / Cpoxk 5 years / 5 et
rONHOCTH

* 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. / IIpoBOAHTCS IPOH3BOAMTENEM NPH
BLITYCKE TEPHONHYECKH: AN Kaxnoi 20-0i cepuu WM He MeHee 1 paza B roz. Ilokazarenb MOXET OBITH
He BKIIIOYeH B cepTUdUKAT aHaNH3a GUPMBL

Remarks : The Product conforms to ND/
IIpumeuanue; [TpoaykT cooTBeTcTBYET TpebosanusM HJI

Opinion : APPROVED .
3akarouenue: OJJOBPEHO ;

Hara: 29.12.2023

Prepared by / Checked by / Approved by: Manager/Executi-\}Q i
[ToAroToBNEHO: /‘:{ ITpoeepeno: Santosh Kumar | Opo6peno: Menemxkep / Pykogoanrens
Ankit ! L Maurya ] Manoj Kumar E@E

¥ i\ W A
Reprint Date: Reprint Date: Reprint Date:’

Harta: 29.12.2023

Jlata: 29.12.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
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Product: Ibuclin, film-coated tablets, 400 mg -+ 325 mg
Hoykaun®, TabaeTki, NOKpPLITHIC nJaeHo4YHOi oGonoukoii, 400 mr + 325 mr

Batch No / Cepnst Ne : V2302633

Batch Quantity / O6nem maptuu : 776.0 Kg

040002361755

Analytical Report No / Anamarudeckuif oTyer Ne :

Date of Analysis / JlaTa anannza: 29.12.2023

Date of Manufacture / {ara upousgojcrsa : 12/2023

Date of Expiry / Cpox rognoctn : 11/2028

Analysis performed according ND / AHaaM3 HpoBejen o HJ1: T1N011252/01-160123

API name (INN) /
Haumenoanue APC (MHH):

Ibuprofen / U6ynpoden

Paracetamol / ITapaneramon

API manufacturer batch number /
Homep cepuH IPOH3BOAUTEIS
ADC:

PIBM230386

APAPE2023060685

FP Manufacturer API Batch
number /

Homep cepuu cyGcTaHIMH
npousBoguTens [JIPD:

FEQA00538

FEQA00345

API Manufactured by & country /
Mpoussoaurems ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OkTuB
®apma Caiiencus Jlumuren,
5030187834

Granules India Ltd., India /
I'panynec Uuaus JIta., Uaaus

Remarks : ‘The Product conforms to ND/
Npumeuanue: [Tpoaykr cooTBeTcTyeT Tpedosanusm HJL

Opinion : APPROVED
3aknouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IToaroToBieHO: IIpoeepeHo: Santosh Kumar | Ono6Gpeno: Menemxep / PYKOBOAWUTENE
Ankit @ Maurya Manoj Kumar 3§

Dvgeees
Reprint Date: Reprint Date: Reprint Date:
Jara: 29.12.2023 Jata: 29.12.2023 Jlara: 29.12.2023
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