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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykanH®, Tab/IeTKH, NOKPbITHIE MJ1EHOYHOH 060104K0i, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2302637

Batch Quantity / O6bem naptun : 756.9 Kg

040002386662

Analytical Report No / Ananutuueckuii oryer Ne :

Date of Analysis / laTa ananu3a: 16.01.2024

Date of Manufacture / Jlara npousBoacrsa : 12/2023

Date of Expiry / Cpok rognoctu : 11/2028

Analysis performed according ND / Ananu3 nposenen mo HJ: [T N011252/01-160123

Ne

Test / IlokazaTeanp

Results/ PesyabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KarcyJOBHIHON (GOpPMBI, MOKPHITIE
IUIEHOYHOH 000J104KO0lf OpaHXEeBOro
BeTa, C PUCKOIl Ha OHOM CTOpOHE;
Ha TIONEepeYHOM paspese — SApo
6enoro 1BeTa.

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

core at the cross-section. / TaGnerku
KarncyNnoBUIHOH  (OpMBI,  MOKPBITHIE
IUIEHOYHOM  00ONOYKOH  OpaHkKeBOro

LBETa, C PUCKOH Ha OJHOH CTOpOHE; Ha
TIONIEpPeYHOM paspese — aApo 6esoro uau
nouTH 6eoro uBeTa.

ITopnuaHOC

Identification /

Thb

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 ynepKuBaHUsS OCHOBHBIX ITMKOB
Ha Xpomatorpamme HCTIBITYEMOTO
pacTBopa  JODKHBl ~ COOTBETCTBOBATH
BpeMEHaM  yIEp)XXUBaHWs THKOB Ha
XpOMaTorpaMMe pacTBOpa CTaHJAPTHBIX
obpasLoB nOynpodeHa W mnapareramorna
(paznen «KonuuecteeHHOE
ONPEACIIEHHE)

TabIeToK

Average tablets weight
Cpenusist macca

975.8 mg/975.8 mr

From 9409 mg to 999.1
(970.0 mg £+ 3.0 %) /
Ot 940,9 w™mr

(970,0 Mr = 3,0 %)

mg

9991 Mr

a0

Remarks : The Product conforms to ND/
ITpumevanue: [Ipoaykr cooTBeTcTBYET TpeOGoBAHMAM HJI

Opinion : APPROVED
3akaouenne: OJJOBPEHO

Hara: 16.01.2024

Prepared by / Checkedby/ p Approved by: Manager/Executive/
[TogrorosneHo: w IIposepeHo: Pravesh Rana Onobpeno: Menemkep / Pykosoaurens
Ankit Amit Kumar e

Reprint Date:. Reprint Date: Reprint Date: i

Jata: 16.01.2024

Jara: 16.01.2024

Renistered Cffice: 8-2-31

Tajs 01 40 4800 79

a Hills, Hyderabad

cRoad Moo 2, Banjar

300, Fa: +49T 50 85

Q507

wwwdrredoys.com

- 50003

, Bl railddrre

4 Telangana, India

weivs

Irreaay

N



Dr.Reddy’s Qf‘

Dr. Reddy's Labcrateries Lid.
Formulation Unit-6

Yill. Khol, Nalagarh Road, Baddi,
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Moykaun®, TabieTRH, HORPLITHIE MACHO4HOI 0601049K0it, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302637 Batch Quantity / O6bem maptum : 756.9 Kg
Analytical Report No / AnanuTu4eckuii oTuer No : Date of Analysis / /laTta anannsza: 16.01.2024
040002386662

Date of Manufacture / lata npousBopcrsa : 12/2023 | Date of Expiry / Cpok rognoctn : 11/2028

Analysis performed according ND / Auasu3 nposegen no HJI: ITN011252/01-160123

100 % to 105 %

4 |Disintegration / 07 min 04 sec/ 07 muH 04 cex  (Not more than 30 min /
Pacnanaemocts He 6onee 30 muH

5 |Dissolution / 100% To 103 % Not less than 70% (Q) of CisHy50,
PactBopenne (Tbuprofen) after 30 min /

He wmemee 70 % (Q) CisHis0q
(ubynpoden) yepes 30 MUH

Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /

He w™enee 70 % (Q) CsHoNO,
(napaueramon) yepes 30 MUH

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTCTBYET TpeGoBaHusam HJT

Opinion : APPROVED
3axmouyenue: OJJOBPEHO

Prepared by / Checked by / f/ Approved by: Manager/Executive/
[Moarorornexo: ﬂ IIpoBepeno: Pravesh Rana Onobpeno: Menemxep / PykoBoauTenb
Ankit / Amit Kumar Nor—
Reprint Date:. Reprint Date: Reprint Date: T
Hara: 16.01.2024 Jata: 16.01.2024 Jarta: 16.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India

Tel: <61 40 4500 2900, Fax: <61 40 45006 2999, Emaik:

CIN: L851I5AP1S8APLEUNASDT
v drreddys.com

mail@drreddys,com
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CERTIFICATE OF ANALYSIS
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CEPTUOHKAT AHAJIM3A

Page3 of 6/ Ctp.3 136

’-froduct: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moyk1nu®, TabJeTKH, NOKPBITHIE IJIEHOYHOM 060/104K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2302637

Batch Quantity / O6sem naptuu : 756.9 Kg

040002386662

Analytical Report No / Ananurudyeckuii oryer Ne :

Date of Analysis / lata ananu3a: 16.01.2024

Date of Manufacture / Jlata nponsBoacTsa : 12/2023

Date of Expiry / Cpok rognocrtu : 11/2028

Xnalysis performed according ND / Ananu3 nposegen mo H/I: I1 N011252/01-160123

6 |Related substances /

0.0003%

4-aminophenol (paracetamol impurity)

Hpumeyanne: [Tpoaykr coorsercTyeT Tpedopdnisam HJ|

PopncTeenHble npumecu - not more than 0.005 % /
Method 1/ Meton 1 4-amuHodeHon (mpuMech napareTamora)
- He 6osee 0,005 %
Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas eAUHHYHAS NpUMech
(ubynpodena unu mnapamneramosia) - He
6oinee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
Cymma npumeceit (Meton 1 + Merog 2)
- He bonee 0,7 %
9 |Water/Bona 1.4% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axmouenue: OJJOBPEHO

Prepared by /
IToaroroBneHo: &
Ankit

Checked by /  F—
IIposepeno: Pravesh Rana

Approved by: Manager/Executive/

Onobpeno: Menemgep / PykoBoautens
. A

Amit Kumar Sy

Reprint Date:.
Harta: 16.01.2024

Reprint Date:
Hata: 16.01.2024

Reprint Date: '
JlaTa: 16.01.2024

SO0034 Teiangana, India

rroddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Labcrateories Ltd
Formulation Unit-o

Vill. Khol, Nalzgarn Road, Badd;,

Distt. Solan, H.F., 173 205, INDIA
T +21 98166 56001-02

wwvy.drreddys,.com

CEPTHOUKAT AHAJIU3A

Page4 0f 6/ Ctp.4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HMoyknmnH®, TabaeTKH, HOKPHITHIE ILIEH0YHOM 060104K0i, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2302637

Batch Quantity / O6bem maptuu : 756.9 Kg

Analytical Report No / AnaguTHYeckuii oryer Ne :
040002386662

Date of Analysis / lTata ananmsa: 16.01.2024

Date of Manufacture / Jata npousBojcrsa : 12/2023

Date of Expiry / Cpox roguoctn : 11/2028

Analysis performed according ND / Anann3s nposenen mo HJ: I1 N011252/01-160123

10 |Uniformity of dosage

units /

OnHOpogHOCTE Acceptance value (AV) should be not

JO3UPOBAHUS 1.2 more than 15.0 /

- Ibuprofen /ubynpoden IlokazaTens npuemiemoct (AV) nomken
ObITh He OoJiee 15,0

- Paracetamol/ 1.7 Acceptance value (AV) should be not

napaneTaMmolt more than 15.0 /
ITokazarens npuemaemoct (AV) pomkeH
ObITh He GoJtee 15,0

11 |Microbiological purity /

Muxkpobuonorudeckast

yucroTa*

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

microbial count / He 6onee 1000 KOE/r

O61uee uncno

a’pobHBIX

MHKPOOPTraHH3MOB

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

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

/ Obuiee uucio

JPOXKKEBBIX U

MJIECHEBBIX I'PUOOB

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

1r

Remarks : The Product conforms to ND/
IIpumeuanne: [Tpoayxr cootsercTeyeT TpeGosghnam H]I

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by / i Approved by: Manager/Executive/
IloarorosneHo: & IIposepeno: Pravesh Rana Onobpeno: Menemxkep / Pykosonurens
Ankit Amit Kumar e

Reprint Date:. Reprint Date: Reprint Date: vt

Hara: 16.01.2024 Hara: 16.01.2024 Hara: 16.01.2024
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJM3A

Page50f6/Crp.5u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykaun®, TabieTKH, NIOKPBITHIE ILIEHOYHOH 060104K0i, 400 mr + 325 mr
Batch No / Cepust Neo : V2302637 Batch Quantity / O6bem naptun : 756.9 Kg
Analytical Report No / AHanuTu4eckuii oruer No : Date of Analysis / lata ananu3a: 16.01.2024
040002386662
Date of Manufacture / lata mpousBogctea : 12/2023 | Date of Expiry / Cpok rogsoctu : 11/2028
Analysis performed according ND / Anann3 nposeaen no HJI: [1N011252/01-160123
12 |Assay/ 400.8 mg / 400.8 mr From 360.0 to 440.0 mg of Ci;3H;s0;
KonuuecTBeHHOE (Ibuprofen) per tablet /
omnpefeeHue Or 360,0 mr go 440,0 mr C;3His0;
(ubynpodeH) B TabneTke
332.52 mg/332.52 mr From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
Or 292,5 mr no 357,5 mr CsHoNO;
(napaueramort) B TabneTke
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. / Ilo 10 |in a carton. / [To 10 Tabnerok B IIBX/Al
tabnetok B [IBX/Al 6nuctep. [To 1  |6nucrep. ITo 1, 2 unu 20 6aucTepoB B
OnaucTepy B mauky KapTOHHYIO |Havky KapTOHHYIO BMECTE c
BMECT€ C  MHCTpYKUMEH 10 |HHCTPYKLHKEH 110 IPUMEHEHHIO.
IPHMEHEHHUIO.
14 | Labeling / MapxupoBka| According to ND. / B cooterctuu ¢ HJL
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpu Temneparype He Bbiue 25 °C.
16 | Shelf life / Cpoxk 5 years / 5 net
T'OJHOCTH ]

* 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 IPOU3BOJUTENEM NPU
p y p P p

BBITICKe TEPUOAMYEcKH: Ajs kax ol 20-oi cepun i He MeHee 1 pasa B rof. [lokazarenb MOXeT OBITH
HE BKJIIOYEH B CEpTU(HUKAT aHANN3a QUPMBI

ITpumeuanne: ITpoayKT cooTB

Remarks : The Product conforms to ND/

Opinion : APPROVED

€TCTBYET Tpebokanusam HJI | 3axmouenne: ONOBPEHO

Prepared by / Checked by / f}/ Approved by: Manager/Executive/
[ToarorosiieHo: ﬁ/ [Tposepeno: Pravesh Rana Onobpeno: Mernemkep / PykoBoaurenb
Ankit Amit Kumar e

Reprint Date:. Reprint Date: Reprint Date: v

Hara: 16.01.2024 JHara: 16.01.2024 Jara: 16.01.2024

gistered Officp: 8-3-337,

0 490 Jand
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

idy's Labioratenies Lid
1

T Unit-5

Page 6 of 6/ Cp. 6 n3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykanH®, TabaeTKH, NOKPHIThIE IIEHO4YHOH 060/10uK0#, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2302637

Batch Quantity / O6nem naptun : 756.9 Kg

040002386662

Analytical Report No / Ananuru4yecknii otyer Ne :

Date of Analysis / JlaTa ananusa: 16.01.2024

Date of Manufacture / lata npousBogcrsa : 12/2023

Date of Expiry / Cpok rognocrs : 11/2028

Analysis performed according ND / Ananus nposeaen no HJ/I: TIN011252/01-160123

[ API name (INN) /
HaumenoBanne A®C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [Tapanetamon

API manufacturer batch number /
Homep cepun upoussopurest
ADC:

PIBM230386

0925/23-24

FP Manufacturer API Batch
number /

Homep cepun cyGcTaHIHH
npoussogures I'JId:

FEQA00538

FEQA00600

API Manufactured by & country /
IpousBoauresnr ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa Oxtus
®apwma Caiiencus Jlumurten,
Hnnus

Sri Krishna Pharmaceuticals Ltd.,
India / ILlpu Kpumina
®dapmacwrotukanc Jita., Muaus

Remarks : The Product conforms to ND/

Opinion : APPROVED
3akawuenne: OJJOBPEHO

IIpumeuanne: [poaykT cooTBeTcTBYET TpeboBagiusam HJI

Prepared by / Checked by / j__f Approved by: Manager/Executive/
[ToaroroBneHo: ITpoBepeno: Pravésh Rana Onobpeno: Menemyep / Pykooaurens
Ankit 1/ Amit Kumar R

Reprint Date:. Reprint Date: Reprint Date: S

Hara: 16.01.2024 Hara: 16.01.2024 - Hara: 16.01.2024




