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CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6ykiuH®, Tab1eTKH, NOKPbIThIE IIeHOUHo# 060104K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2300882

|Batch Quantity / O6bem naprun : 727.500K g

040001833711

Analytical Report No / Aranutuyecknii otdet Ne :

|Date of Analysis / Jlata ananuza: 19.05.2023

Date of Manufacture / Jlata nponssozctsa : Apr-2023

\Date of Expiry / CpOK FOJ{HOCTH : Mar-2028

Analysis performed according ND / Ananun3 nposeaes no HJI: T N011252/01-300522

Ne Test / Iloka3zaTean

Results/ Pe3yJibTaThl

Specification / Hopma

1 |Description/ Onncatve

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /
Tabnerku KancyjaoBuAHOH (GOPMEL,
[OKPbITBlE TUIEHOYHOH 000M0uKOoM
OpaHXKeBOro L(BeTa, C PHUCKOH Ha
ONIHOM CTOpOHE; Ha MONEPEUHOM
paspese — sapo 6eNoro UBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;

on cross section- white or off-white core. /
Tabnetkn  KancyJaoBUIHOMN hopmbil,
HOKPBITBIE TUIEHOYHOH o6onoykoi

OpPaHKEBOTO LBETA, C pI/ICKOﬁ Ha oaHOH
CTOPOHE, Ha NONEpeUHOM paspese — s1aApo
6esoro WK moutH Oesioro useTa.

Identification /
[ToasnHHOCTE

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 yaep)k1BaHUsl OCHOBHBIX MTHKOB

Ha XpomarorpaMme MCIIBITYEMOI'O
pacTtBopa JOJKHBI COOTBETCTBOBATH
BpEMEHaM YAEPKHUBAHUA IMHUKOB Ha

XpoMaTorpaMme pacTBopa CTaHIapTHRIX
obpasiios udynpodeHa H mapaleramona
(pazmen «KonuuectBeHnoe

OIIpEACTIEHHER)

Remarks : The Product conforms to ND/
ITpumeuanne: [JpoayKT cOOTBETCTBYET Tpebopanusam HJL

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
[ToaroroBneHo:

Checked by /
ITposepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoauresb
Amit Kumar

s\v_./"
"
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Reprint Date:

Jata:19.05.2023

Reprint Date:
Jara:19.05.2023

Reprint Date:
Hata:19.05.2023
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Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yknun®, TabeTKu, NOKPbITHIE ILIeHOYHOI 000104KO0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300882

Batch Quantity / O6bem naptui : 727.500K ¢

040001833711

Analytical Report No / Ananutudecknii otuer Ne :

Date of Analysis / Jlata ananuza: 19.05.2023

Date of Manufacture / Jlata nponssozcTsa : Apr-2023

Date of Expiry / Cpok rOAHOCTH : Mar-2028

Analysis performed according ND / Ananus nposesen no HJ[: IT N011252/01-300522

He

Menee 70

% Q)

(mapaneramout) yepes 30 MUH

3 |Average tablets weight 970.4 mg / 970.4 mMr 940.9 mg to 999.1 mg
Cpennss macca (970.0 mg £ 3%) /
TabneTox Or  940,9 MI [0 999.1 MI
(970,0 Mr = 3 %)
4 |Disintegration / min 30 sec/ 08 mnn 30 cex  |Not more than 30 minutes /
Pacnianaemocts He 6onee 30 MuH
5 |Dissolution / 96 % to 106% Not less than 70% (Q) CiHisOq
Pacreopenne (Ibuprofen) dissolved in 30 minutes /
He wMenmee 70 % (Q) CiHisO:
(ubynpoden) yepes 30 MUH
96% to 104% Not less than 70% (Q) CsHoNO2

(Paracetamol) dissolved in 30 minutes /

CsHoNO;

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [TpoaykT cooTsetcTByeT Tpebosarusam HJI | 3akmouenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroropneHQ: t [TpoeepeHo: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurenb
Ramakant U;, - Amit Kumar N
~
Reprint Date: Reprint Date: Reprint Date:
JaTa:19.05.2023 Jara:19.05.2023 Jata:19.05.2023
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CERTIFICATE OF ANALYSIS
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykauH®, TabjeTKU, NOKPHITLIE MJIEHOYHOH 00009K0i, 400 MT + 325 mMr

Batch No / Cepus Ne : V2300882

Batch Quantity / O6bem naprum : 727.500K g

040001833711

Analytical Report No / AHanuTnueckuii otder Ne :

Date of Analysis / Jlata ananu3a: 19.05.2023

Date of Manufacture / J]aTa IpOH3BOACTBEA : Apr-2023

Date of Expiry / Cpox roaHocTH : Mar-2028

Analysis performed according ND / Ananu3 nposenen no HI{: [T N011252/01-300522

6 |Related substances /
PonctBeHHbIe MpUMeEcH
Method 1/ Meton 1

Method 2 / Meton 2

0.0002%

0.04%

0.04%

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

He 6onee 0,005 %

|
Any individual impurity (of ibuprofen or
paracetamol) / Jliobag enuHuuHAas
npUMech (udynpodena HIn
napateramona) - not more than 0.3% /

He donee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceit (Metoa 1 + Metogn 2) -
not more than 0.7% / ne 6onee 0,7 %

9 |Water/Bona

1.5%

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

Remarks : The Product conforms to ND/
Ilpumeuyanne: [Ipoaykr coorsercTByeT TpeboBanusMm HJL

Opinion : APPROVED

3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[NogrotosneHo: t IIposepeno: Pardeep Kumar Opnobpeno: Menemxep / Pykosonurenn
Ramakant w Amit Kumar SN

Reprint Date: Reprint Date: Reprint Date: !

JaTa:19.05.2023 JaTa:19.05.2023 Jara:19.05.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxauH®, TabJeTKH, NOKPbITbIE MJEHOYHOH 060/104KOH, 400 mr + 325 mr

Batch No / Cepust Ne : V2300882

Batch Quantity / O6bem naptuu : 727.500K g

040001833711

Analytical Report No / AHannTrueckuii oTdeT No :

Date of Analysis / JIata ananu3za: 19.05.2023

Date of Manufacture / Jlara npouzsoactaa : Apr-2023

Date of Expiry / Cpok roasoctu : Mar-2028

Analysis performed according ND / Ananans nposeaen no HJI: TT N011252/01-300522

10 |Uniformity of dosage
units /

OOHOPONHOCTh
JO3UPOBaAHUS

- Tbuprofen /ubynpoden

- Paracetamol/
rapaneTamMo

1.6

1.6

Acceptance value (AV) should be not
more than 15.0 /

[Mokasartens npuemnemMocTy (AV) nomkeH
ObLITL He Doee 15,0

Acceptance value (AV) should be not
more than 15.0 /

INoxasareb npiemaeMocti (AV') ToMKCH
OBITL He Donee 15,0

Remarks : The Product conforms to ND/

Hpumeuanne: [Ipoaykt coorBeTcTBYeT TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: QJJOBPEHO

Prepared by / Checked by /

Ramakant |

[Togrororneno: )‘ [Iposepeno: Pardeep Kumar
G’ A

-

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauresb

Amit Kumar
b NG, it
[ //

Reprint Date: Reprint Date:
Hata:19.05.2023 HaTa:19.05.2023

Reprint Date:
Hara:19.05.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJII3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yKaAH®, Ta6aeTKH, NOKPHIThIE MIeHOYHOMH 060/104K0#, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300882

Batch Quantity / O6bem naptuu : 727.500K g

040001833711

Analytical Report No / AHanutudeckuit oryet Ne :

Date of Analysis / [lata ananu3a: 19.05.2023

Date of Manufacture / [lata npomsoiCTBa . Apr-2023

|Date of Expiry / Cpox roaHOCTH : Mar-2028

| Analysis performed according ND / AHanu3 npoBejieH no HJI: [ITNO011252/01-300522

11 |Microbial limits /
Mukpobuonoruueckas
YHUCTOTA
a) Total acrobic
microbial count /
Ob1wee yncio
a3poOHBIX
MHKpPOOPTaHN3MOB

b) Total combined
yeasts and mould count
/ Obee yucno
JIPOMOKEBBIX H
IJIECHEBBIX rPUOOB

Less than 10 CFU/g/
Menee 10 KOE/r

Less than 5 CFU/g/
Menee 5 KOE/r

'Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

¢) E. coli Absent in 1g/ Otcyrcryer B Ir  |Shall be absent in lg / Otcytcrsue B
Ir
12 |Assay/ 396.8 mg/396.8 mr 3600 to 4400 mg of Ci3HisOq
KonnyecTseHHOE (Ibuprofen) per tablet /
onpeaeneHye Ot 360,0 mr go 440,0 mr CisHisO2
(ubynpoden) B TabneTke
320.56 mg / 320.56 mr 2925 to 3575 mg of CsHoNO»

(Paracetamol) per tablet /

(mapaueramol) B TabJeTKe

Remarks : The Product conforms to ND/
IIpumeuanue: [TpofyKT COOTBETCTBYET TPEOOBAHUAM HJ

Opinion : APPROVED
Zaxkmouenue: OJJOBPEHO

Prepared by /

[TogrorosneHo: d,lk
R kant
damakan @A ’/

Checked by /
[TpoeepeHo: Pardeep Kumar

—

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoauress

Amit Kumar ’: V

Reprint Date:
Hata:19.05.2023

Reprint Date:
Hara:19.05.2023

Reprint Date:
Hara:19.05.2023

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com

Or 292,5 mr go 357,5 mr CsHoNO»




Dr.Reddy’s ‘,’:‘.

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

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

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykauH®, Ta6aeTKI, TOKPLIThIE NIEHOYHOH 000

goucoit, 400 mr + 325 mr

Batch No / Cepus Ne : V2300882

[Batch Quantity / O6bem naprun : 727.500K g

040001833711

Analytical Report No / AHanutuueckuii otver Ne :

Date of Analysis / Jlata aHann3a: 19.05.2023

Date of Manufacture / Jlata nponssoacrtea : Apr-2023

Date of Expiry / Cpok TOJHOCTH : Mar-2028

Analysis performed according ND / Adanu3s nposeact no H/1: TT N011252/01-300522

13 | Package / Ynakoska

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6aucrep. Ilo 1
6aucTepy B MAuKy KapTOHHYIO
BMECTE C  WHCTPYKLMEH no
TIPHMEHSHHIO. ¢

10 tablets in PVC/AIl blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / Tlo 10 tabnetok B TIBX/Al
Gnuctep. Ilo 1, 2 umm 20 6nMcTepoB B
Mauky KapTOHHYIO BMECTE c
MHCTPYKUMEH N0 NPUMEHEHHUIO.

14 | Labeling / Mapkuposka

According to ND. / B coorserctaun ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHenue [1pn Temnepatype He Bpime 25 °C.
16 | Shelflife / Cpok 5 years / 5 ner
| rogHOCTH
API name (INN) / !
Hauvenosanue A®C (MHH): Ibuprofen / U6ynpoden Paracetamol / [lapaneramon
API manufacturer batch number /
Homep cepun nponsgoantens APC: PIBM230124 1596/22-23
FP Manufacturer API Batch number /
Homep cepuH cyGCTaHIHM FEQAO00179 FEQA00165

npoussopuTens [JID:

API Manufactured by & country /
IIpoussopurenar ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OkTuB
®apma Caiiencu3s Jlumuren, Munus

Sri Krishna Pharmaceuticals
Ltd., India / 1lpu Kpumina
dapmacsrotukanc JIta.,

Hugus

Remarks : The Product conforms to ND/
TIpumeuanue: [IpoayKT COOTBETCTBYET Tpebopanusm HJL

Opinion : APPROVED
3aknwuenne: OJJOBPEHO

Jlata:19.05.2023

TMarta:19.05.2023

Prepared by / Checked by / Approved by: Manager/Executive /
['lonromBIero: & ITposepeno: Pardeep Kumar Ono6peHo: Menemiep / PykoBoauTe b
. AN :
Ramakant %\W*\Q/ P Q‘(’/’ Amit Kumar e
= | ="~
Reprint Date: Reprint Date: Reprint Date:

HNara:19.05.2023
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