Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Page 1 of 5/Ctp.1u35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyknuu®, TabineTkH, NOKPbITHIE IIEHOYHOH 060/104K0if, 400 mr + 325 mr

Batch No / Cepus Ne : V2400625

Batch Quantity / O6nem maptuu : 720.95 Kg

040002497315

Analytical Report No / AnanutH4yecknii or4er No :

Date of Analysis / JlaTa anaauza: 26.04.2024

Date of Manufacture / JlaTa npoussojcTia : 04/2024

Date of Expiry / Cpok rogHocTu : 03/2029

Analysis performed according ND / Ananu3 nposeaen mo HJ/: [1 N011252/01-160123

Ne Test / IlokazaTennb

Results/ PesybTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnetkn
KaIcynoBHAHOR (GOPMEI, MOKPBITHIE
IUIEHOYHOH 060NIOUYKON OpaHKEBOro
1IBETa, C PUCKOH Ha OJHOH CTOPOHE;
HA IONEepeuHOM paszpe3e — S[Ipo
0eJIoro LBeTa.

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

core at the cross-section. / Tabnerxn
KalcyJOBUOHOW  (OPMBI,  TIOKpPBLITHIE
TUTIEHOUHOW  000J10ukOi  OpaH)XeBOro

[BETa, C PUCKOIl HA ONHOH CTOpOHE; Ha
HOIEPEHHOM pazpese — sinpo 6enoro unu
nmoutu OeyIoro 1BeTA.

2 |Identification /
IMopgmuHHOCTE

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 ynepxuBaHus OCHOBHBIX ITHKOB
Ha XpoMaTorpamMmme UCTIBITYEMOTO
pacTBopa  JIOJDKHBI ~ COOTBETCTBOBATH
BpEMEHAM  YJAEpXKMBaHMS IIMKOB  Ha
XpoMarorpaMMe pacTBOpa CTaHAapTHBIX
obpasuoB ubynpodeHa W napaleramosa
(pazmen «KonmuectBeHHOE
OTIpe/IENIEHHE))

3 |Average tablets weight
CpenHsisa Macca
TabaeTox

977.2 mg /977.2 mMr

From 9409 mg 999.1
(970.0 mg £+ 3.0 %) /
Or 9409 wmr

(970,0 Mr+ 3,0 %)

to mg

Ji (o) 999,1 MI

Remarks : The Product conforms to ND/
IMpumeuyanne: [Tponykrt coorBercTByeT TpeboanusaM HJI

Opinion : APPROVED
3axnoyenue: OJJOGPEHO

Hara: 26.04.2024

Prepared by / Checked by / Approved by: Manager/Executive
[Moarorosneno: Ranjeet | [Ipoeepeno: Santosh Kumar /Onobpeno: Menemxep /

(‘3/ Maurya X< Pyxosoaureyhb Abh'?ﬁhek Chauhan
Reprint Date: Reprint Date: Reprint Date: ’

Hata: 26.04.2024

Hara: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel 191 40 4000 2900, Mea. 131 40 4300 2398, Cingil. inall@uiteddys.curtn

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page2 of 5/ Ctp.2 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxann®, TabjaeTKH, MOKPBIThIE INIEHOYHOH 060/104K0i, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2400625

Batch Quantity / O6bem naptuu : 720.95 Kg

040002497315

Analytical Report No / AHannTu4decknii oryer Ne :

Date of Analysis / [laTa ananuza: 26.04.2024

Date of Manufacture / /laTa npou3BOJCTBA & 04/2024

Date of Expiry / Cpox rogaoctu : 03/2029

Analysis performed according ND / Ananu3 npoeexen mo HJ{: TI N011252/01-160123

4 |Disintegration /

07 min 54 sec/ 07 MuH 54 cex

Not more than 30 min /

0.0003%

Pacnapaemocts He 60nee 30 MuH
5 |Dissolution / 98 % To 102 % Not less than 70% (Q) of CiHis02
PactBOpeHue (Ibuprofen) after 30 min /
He wMenee 70 % (Q) CisHis0;
(ubynpoden) uepes 30 Mux
100 % to 103 % Not less than 70% (Q) of CzHoNO;
(Paracetamol) after 30 min /
He wmenmee 70 % (Q) CsHoNO,
(napaneramon) 4epes 30 MuH
6 |Related substances / 4-aminophenol (paracetamol impurity)

Ipumeuanue: Ilponykr coorBeTcTBYeT TpeboBanusam HJI

PonctBeHHBIC pUMECH - not more than 0.005 % /
Method 1 / Metop 1 4-amuHOGeHON (TIprMech NapaneraMona)
- "e 6onee 0,005 %
Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Method 2 / Metoz 2 0.04% Jrobas €AUHUYHASI IpUMECH
(ubympodena wiu mapaleTamona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
Cymma npumeceii (Meton 1 + Merop 2)
- He 6onee 0,7 %
9 |Water/Bopna 1.3% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmwuenne: OJJOBPEHO

Prepared by /
IToaroronexo: Ranjeet

Q/.

Checked by /
ITpoepeHo: Santosh Kumar

Maurya ¢
L

Approved by: Manager/Executive

/Onobpeno: Mguemxep /
P}*’KOBOﬂI-{TCHI{EAbhjSTlek Chauhan

Reprint Date:
Jlara: 26.04.2024

Reprint Date:
Jara: 26.04.2024

Reprint Date:
Hara: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, Indiz
lel: +41 40 4900 2900, Fax: +91 40 4900 29YY, Einall: man@drradidys.com

CIN: L851S5AP1984PLCD04507

www.drreddys.com




Dr.Reddy’s ":’

Dr. Reddy's Laboratories [td.
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

CEPTHOHUKAT AHAJIM3A

Page3of 5/Crp.3 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxkanu®, Tab/ieTKH, NOKPBITHIE MIEHOYHOH 000104K0H, 400 mr + 325 mr

Batch No / Cepusn Ne : V2400625

Batch Quantity / O6bem napruu : 720.95 Kg

040002497315

Analytical Report No / AHanuTH4yeckuii oTder Ne :

Date of Analysis / JlaTa ananau3a: 26.04.2024

Date of Manufacture / lata mpouzBogctsa : 04/2024

Date of Expiry / Cpok rofHOCTH : 03/2029

Analysis performed according ND / Ananu3 nposenen mo HJI: I1N011252/01-160123

10 |Uniformity of dosage

units /
OnHOpONHOCTH Acceptance value (AV) should be not
JIO2HPOBAHHSA 1.8 more than 15.0 /
- Ibuprofen /ubynpocden INokazarens npueMieMoctd (AV) nomkeH
OBITE He Oonee 15,0
- Paracetamol/ 1.8 Acceptance value (AV) should be not
naparneTaMmoll more than 15.0 /
TToxaszatens npuemnemocty (AV) nomxer
6bITh HE Honee 15,0
11 |Microbiological purity /
Mukpobuosioruaeckas
yucroTa*
a) Total aerobic NA Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O61uee uucao
a3poBHBIX
MHKPOOPraHHU3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Ob11ee unciao
JPOMOKEBHIX U
TNIJIECHEBBIX TPUOOB
¢) E. coli NA Shall be absent in 1g / OTcyTcTBHE B

1r

Remarks : The Product conforms to ND/
IIpumeyanne: [IpoaykT coorBeTcTBYeT TpeboBanusam HJI

Opinion : APPROVED
3akawuenne: OJOBPEHO

Prepared by /
IToaroTtoBneHo: Ranjeet

-

Checked by /
[Iposepeno: Santosh Kumar

Maurya %>

G—

Approved by: Manager/Executive
/Onobpeno: Meuemxep /

Pykosomntens Abhishek Chauhan

Reprint Date:

JaTa: 26.04.2024

Reprint Date:
Hara: 26.04.2024

[

Reprint Date:
Hara: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel #9040 490U 290U, Fax: A9 L AU 4900 2998, Emall: maii@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories {td.
Formulation Unii-6

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

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJTH3A

Paged4 of 5/ Crp. 4 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabaeTKd, IOKPBITHIE IEHOYHOH 06010uK0i, 400 Mr + 325 mr

—

Batch No / Cepus Ne : V2400625

Batch Quantity / O6bem maprTun : 720.95 Kg

040002497315

Analytical Report No / AHanuTHYecKHi oT4eT No :

Date of Analysis / laTa ananusa: 26.04.2024

Date of Manufacture / JIata npoussoacrsa : 04/2024

Date of Expiry / Cpox rogaoctH : 03/2029

Analysis performed according ND / Ananu3 nposegen mo HJI: [TN011252/01-160123

blister and a patient information
leaflet in a carton. / Ilo 10

tabnetox B [IBX/Al 6auctep. Ilo 1

12 |Assay/ From 360.0 to 440.0 mg of CiHi302
KonuuecTBeHHOE (Tbuprofen) per tablet /
onpezeneHue 403.9 mg/403.9 mr Or 360,0 mr no 440,0 mr CpiHisOp
(ubynpoden) B Tabnerke
From 292.5 to 357.5 mg of CgHsNO:
(Paracetamol) per tablet /
329.93 mg /329.93 mMr Or 292,5 mr jgo 357,5 mr CgHoNO,
(riapaiieTamoJ1) B TAOJNETKE
13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/AI blister. 1, 2 or 20

blisters and a patient information leaflet
in a carton. / I[To 10 tabnerok B TIBX/Al
6mucrep. Ilo 1, 2 unu 20 6iucTepoB B

6avcTepy B MauKy KapTOHHYIO |MavkKy KapTOHHYIO BMECTe c
BMECTEe C  HHCTPYKUHMEH MO |MHCTPYKUHEH MO NPUMEHEHHUIO.
TIPUMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B cootsercTauu ¢ HJL.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHenue ITpu Temneparype He Bblue 25 °C.
16 | Shelf life / Cpok 5 years / 5 net
TOAHOCTH

* 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. / [IpoBoAHTCS IPOU3BOAKTENEM MPH
BBIITYCKE MEPMOIMYECKH: T KaxHoi 20-0i cepuu uim He MeHee 1 pasa B rofl. [lokasaresnb MOXET ObITh
HE BKJIFOUEH B cepTHhUKAT aHaIN3a GUPMBI

Remarks : The Product conforms to ND/
Ilpumeuanue: [Tpoaykt cootBeTcTBYeT TpeboBaHuamM H/{

Opinion : APPROVED
Zakaroyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[MoarotoBneqs; Ranjeet | [TpoeepeHo: Santosh Kumar /Ono6peno: Mefiemxep /
@ )/ Maurya Q’/:— PyxosoaunTens Abln/s}i/ek Chauhan
y F
Reprint Date: Reprint Date: Reprint Date: !
JHara: 26.04.2024 Hata: 26.04.2024 Hata: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tefangana, Indiz
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q_‘:’.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

PageSof 5/ Crp.5u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxkaun®, Ta6aeTKH, NOKPHITHIE IVIEHOYHOI 000/104K0ii, 400 Mr + 325 mr

Batch No / Cepns Ne : V2400625

Batch Quantity / O6bem naptuu : 720.95 Kg

040002497315

Analytical Report No / AHanuTH4Yeckni oT4eT Ne :

Date of Analysis / JlaTa anannza: 26.04.2024

Date of Manufacture / [lata npoussoacTsa : 04/2024

Date of Expiry / Cpox rognocts : 03/2029

Analysis performed according ND / Anasiu3 nposenen o HJ{: IT N011252/01-160123

API name (INN) /

Haumenosanmne AQC (MHH): Ibuprofen / U6ynpoden Paracetamol / ITapaneramon
API manufacturer batch number / PIBM230460 1167/23-24

Howmep cepun npoussoautes ADC:

FP Manufacturer API Batch number /

Homep cepun cybcTaHmuH FERA00049 FERAOQ0085

npoussoautesst [JID:

API Manufactured by & country/

IpouszBoaurens ADC, cTpaHa:

Solara Active Pharma Sciences

Caiiencus JIumuren, Uuaus

Limited, India / Conapa SktuB Papnia

Sri Krishna Pharmaceuticals Ltd.,
India / Ipu Kpuiina
®apmacwrotukaic Jita., Unaus

Remarks : The Product conforms to ND/
IMpumeuanne: [IpoaykT coorBeTcTBYeT TpeboBaHusaM HJI

Opinion : APPROVED
3axmouyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
Moarotosngup: Ranjeet | TlpoBepeno: Santosh Kumar /Opobpero: Mengmxep /
fﬁ Maurya A PykoBoauTenb hishel_c/Chauhan
j.' o
Reprint Date: Reprint Date: Reprint Date: :
Jara: 26.04.2024 Jarta: 26.04.2024 Jata: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel: +91 40 4900 2900, Fax: +41 40 4900 2999, Email: maii@drreddys.com
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