Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

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

CEPTHO®HKAT AHAJIM3A

Page10f6/Crp.1u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Uoykauu®, Tab/ieTKH, NOKPbIThIE IIIeHOY Ol 060/10%K0ii, 400 mMr + 325 Mr

Batch No / Cepns Ne : V2301723

Batch Quantity / O6bem naprun : 712.7 Kg

040002108207

Analytical Report No / AnannTuueckuii oTyer Ne :

Date of Analysis / laTa anaan3a: 18.09.2023

Date of Manufacture / Jlara nponssoacrsa : 08/2023

Date of Expiry / Cpok roguocru : 07/2028

Analysis performed according ND / Anayn3 nposefen no HJI: I1 N011252/01-160123

Noe [Test/ Iloxa3zarenan

Results/ PesyabraThl

Specification / Hopma

1 |Description/ OnucaHue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
Tabnetku
KancyJoBUIHOH (OPMBI, MOKPBITHIE
IJIEHOYHOM 06O0IOUKOH OPaHIKEBOIO
LBETa, C PUCKOM HA ONHON CTOPOHE;
Ha [ONepeyHOM paszpese — Sapo

the cross-section. ./

feJioro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnetku
KancyjJloBuaHONH  (GOpMBI,  NOKPHITHIE
IJIEHOYHO!  OOOJIOUKOM  OpaHKEBOro
1BeTa, C PHCKOW Ha OJHOH CTOpOHE; Ha
IIONEPEYHOM pa3pese — AApo Genoro uim
noutu 6eJI0ro UBeTa.

2 |Identification /
INomuHHOCTH

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 yAepXKUBaHKsSI OCHOBHBIX MHUKOB
Ha XpoMaTorpaMMme UCIIBITYEMOro
pacTtBopa  JOIDKHBI ~ COOTBETCTBOBATb
BpeMeHaM  YJEepXKHBaHHS TUKOB Ha
XpoMaTorpaMMe PpacTBOpa CTaHJAPTHBIX
ob6pasioB HOympodeHa M Iapaneramona
(pazmen «KonuuecTBeHHOE
OTpe/ieJICHHEN)

CpenHnsist Mmacca
Tabnerok

3 |Average tablets weight

970.7 mg / 970.7 Mr

From 9409 mg to 9991 mg
(970.0 mg + 3.0 %) /
Or 9409 wMr nmo

(970,0 mr + 3,0 %)

999,1 MT

Remarks : The Product conforms to ND/
IIpumeyanue: [Tpoayxt coorBercTByeT Tpebosanuam HJI

Opinion : APPROVED
Zaxmouenue: OJOBPEHO

Prepared by /

MonrorosieHo: Ef

Santosh Kumar Maurya

Checked by /
[Tposepeno: Pardeep Kumar

al -

Approved by: Manager/Executive/
Ono6peno: Menemxkep / PykoBoaurens

Manoj Kumar '.
Y Ll

Reprint Date:.
Hara: 21.11.2023

Reprint Date:
Hara: 21.11.2023

Reprint Date:
IMata: 21.11.2023

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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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

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
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykann®, TabaeTki, NOKPLIThIE IIEHOYHOH 060/104KOii, 400 mr + 325 mr

Batch No / Cepnst Ne : V2301723

Batch Quantity / O6bem naprun : 712.7 Kg

040002108207

Analytical Report No / AHannTHUecKHi oTyeT N

Date of Analysis / JaTa ananan3a: 18.09.2023

Date of Manufacture / [laTa nponsBoacrsa : 08/2023

Date of Expiry / Cpox roanoct : 07/2028

Analysis performed according ND / Anamu3 nposezies mo HJI: T1 N011252/01-160123

4 |Disintegration /
PacnagaeMocTh

05 min 48 sec/ 05 muH 48 cex

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
PactBopenne

96 % To 101 %

96 % to 101 %

Not less than 70% (Q) of CisHizOs
(Tbuprofen) after 30 min /

He wMemee 70 % (Q)
(ubynpoden) yepes 30 MuH
Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He Menee 70 % (Q)
(napaueramon) yepes 30 MHH

Ci3H130;

CsHoNO»

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cootBeTcTBYeT Tpeboranuam HJI

Opinion : APPROVED
Zaxmouenue: OJIOBPEHO

Prepared by /

IToAroToBJeHo: Z

Santosh Kumar Maurya

Checked by /
IMposepeHo: Pardeep Kumar

Approved by: Manager/Executive/

Ono6peno: Menemxep / PykoBojutesib
Manoj Kumar Wf

Reprint Date:.
Hara: 21.11.2023

Reprint Date:

Hara: 21.11.2023

Reprint Date:
Hara: 21.11.2023

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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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

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

Page3 of 6/ C1p.3n36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykann®, TabneTKi, DOKPbLITHIC MIEHOYHOMH o6os10uKoii, 400 mr + 325 mr

Batch No / Cepust Ne : V2301723

Batch Quantity / O6bem mapTn : 712.7 Kg

040002108207

Analytical Report No / AnaiuTiHaeckuii order Ne :

Date of Analysis / Jlata ananu3za: 18.09.2023

Date of Manufacture / Jlata nponssoxcrsa : 08/2023

Date of Expiry / Cpox roanoctu : 07/2028

Analysis performed according ND / Auanus nposesen mo H/I: T1N011252/01-160123

6 |Related substances /
PoncTBeHHBIE TPUMECH
Method 1/ Metog 1

Method 2 / Metopg, 2

6.0001%

Below BDL (BDL~ 6883) / Huxe
IOpora perucTpaLuy
(TIP =6883)

0.0001%

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

4-aMuHO(eHON (IPUMECH IAPALIETaMOJIA)
- He 6onee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas enMHUYHAs IpUMECh
(ubynpodena unM mNapaneTtamona) - He
6onee 0,3 %

Total impurities (Method 1+ Method 2)
- pot more than 0.7 % /

Cymma npumeceii (Meroz 1 + Metox 2)
- He Gonee 0,7 %

9 |Water/Bona

L.7%

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

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoJyKT COOTBETCTBYET TPEOOBAHHAM HJT

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / @'

[loaroroBaeHo:
Santosh Kumar Maurya

Checked by /
IMposepeno: Pardeep Kumar

Approved by: Manager/Executive/

Ono6peno: Menemxkep / Pykopoaurenb
Manoj Kumar " i ! f

Reprint Date:.
Hara: 21.11.2023

Reprint Date:

Hata: 21.11.2023

Reprint Date:
Jlara: 21.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.dtreddys.cuth
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CERTIFICATE OF ANALYSIS

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

CEPTHOUKAT AHAJIU3A

Page4 of 6/ Ctp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxkana®, TabieTKil, NOKPLITHIE IEHOYHOH 060104uK0ii, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2301723

Batch Quantity / O6bem mapTuu : 712.7 Kg

Analytical Report No / AHaTHTHYecKHH oT4eT N ! Date of Analysis / [laTa ananusza: 18.09.2023
040002108207

Date of Manufacture / Jata npoussoictsa : 08/2023  |Date of Expiry / Cpox roanoct : 07/2028

Analysis performed according ND / Anann3 nposesien no HJI: ITNO1 1252/01-160123

10 |Uniformity of dosage

units /

OnHopogHOCTE Acceptance value (AV) should be not

JI03UPOBaHMS 0.9 more than 15.0 /

- Ibuprofen /u6ynpoden INokazaTensb npueMiieMocTH (AV) 10/KeH
ObITE He Oonee 15,0

- Paracetamol/ 0.9 Acceptance value (AV) should be not

napaieTamMmon more than 15.0 /
IMokazaTess npuemieMocTs (AV) NobkeH
6bITH He Oounee 15,0

11 |Microbiological purity /

Muxkpobuonorudeckas

gucToTa*

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

microbial count / He 6onee 1000 KOE/r

O61iee YuCIO

a3pobHBIX

MHKPOOPTaHHU3MOB

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

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

/ ObLuee 4yucio

JPOXOKEBBIX U

IJIeCHEBBIX TPUOOB

¢) E. coli NA Shall be absent in 1g / OtcyTcTBHE B

1r

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaykT cooTeTeTBYeT TpeGoBanusm HJ[ | 3akmouenne: OJOBPEHO

Opinion : APPROVED

Prepared by /
Iloaroropneno: —
Santosh Kumar Maurya

Checked by /

Approved by: Manager/Executive/

ITposepeno: Pardeep Kumar Opo6peno: Menemkep / Pykosoautens

Manoj Kumar

- =)

Reprint Date:.
Hara: 21.11.2023

Reprint Date:

Jara: 21.11.2023

Reprint Date:
Jara: 21.11.2023

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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CERTIFICATE OF ANALYSIS

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

CEPTHO®UKAT AHAJIM3A

Page50of 6/ Ctp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabjieTKH, HOKPLITHIE MIEHOYHOMH 060/104K0#, 400 mMr + 325 mr
Batch No / Cepust Ne : V2301723 Batch Quantity / O6bem naptuu : 712.7 Kg
Analytical Report No / Ananutudeckuii oryer Ne : Date of Analysis / JlaTa anaau3a: 18.09.2023
040002108207
Date of Manufacture / {ata npon3spoacTna : 08/2023  |Date of Expiry / Cpok roauocrn : 07/2028
Analysis performed according ND / Anasnu3 nposegen mo HJI: [T N011252/01-160123
12 |Assay/ 394.9 mg/394.9 mr From 360.0 to 440.0 mg of C;3His0
KonuuecTBeHHOE (Tbuprofen) per tablet /
onpeneNieHHe Ot 360,0 mMr mo 440,0 mr C;3HisO,
(ubymnpocden) B TabneTke
326.99 mg/ 326.99 mr From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHoNO;
(mapaiieTamoJ) B TabJETKE
13 | Package / YnakoBka 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 IIBX/Al
ta6nerok B [IBX/Al 6nuctep. ITo 1 |6nuctep. Ilo 1, 2 unu 20 Gaucrepos B
OmucTepy B Hauyky KapTOHHYKO |MauKy KapTOHHYIO BMeECTe c
BMECTE C  HHCTPYyKUMed IO |HMHCTPYKLHMEH MO MPUMEHEHHIO.
IPHMEHEHUIO.
14 | Labeling / MapxupoBka| According to ND. /B cootserctuu ¢ H]L.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHneHue IMpu Temnepatype He Bbie 25 °C.
16 | Shelf life / Cpox 5 years / 5 net
TOIHOCTH

* 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 NPOH3BOAUTEINEM ITPH
BBIYCKE TIEPMOJMHUECKH: JUIsl Kakao# 20-0it cepuy MM HE MeHee 1 pasa B ro. llokasaTesnb MOXeT OLBITh
He BKJIIOYEH B cepTU(UKaT aHann3a GUpMEI

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykt cooTBeTcTBYET TpeboBanuaM HJL

Opinion : APPROVED
3akmouenne: ONOBPEHO

Prepared by /
[ToarorosieHo:
Santosh Kumar Maurya

&

Checked by /
[Tpoeepeno: Pardeep Kumar

Approved by: Manager/Executive/
Ono6peno: Menemxep / Pykogpaurens
Manoj Kumar 'hg/g&i.s

Reprint Date:.
Hara: 21.11.2023

Reprint Date:

Jara: 21.11.2023

Reprint Date:
Jara: 21.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

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

Page 6 of 6 / Cp. 6 3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykann®, TabneTkH, IOKPLITHIE ILIEHO4HOi 060,104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301723

Batch Quantity / O6bem nmaptum : 712.7 Kg

040002108207

Analytical Report No / Anaautndecknii oraer Ne :

Date of Analysis / laTa ananausza: 18.09.2023

Date of Manufacture / Jlara npouzsoactsa : 08/2023

Date of Expiry / Cpok roguocrn : 07/2028

Analysis performed according ND / Anamns nposenen no HJI: IT NO1 1252/01-160123

API name (INN) /
HaumenoBanue AOC (MHH):

Ibuprofen / U6ynpoden

Paracetamol / Ilapaueramon

API manufacturer batch number /
Homep cepun npoH3BOAHTES
ADC:

PIBM230171

4056/23-24

FP Manufacturer API Batch
number /

HoMmep cepus cyGcTaHIIMH
nponssoauTtens I'JID:

FEQA00295

FEQA00241

API Manufactured by & country /
IMpoussoaurtens AD®C, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa OKTuB
®apma CaiteHcns Jlumuren,
WUnpnus

Sri Krishna Pharmaceuticals Ltd.,
India / IIpu Kpnmnxa
dapmacpiotukaic JIta., Maaus

Remarks : The Product conforms to ND/
IIpumeyanmne: 1IpoyKT COOTBETCTBYET Tpeboranusm HJJ

Opinion : APPROVED
3axnwyenune: OJOBPEHO

Prepared by /
[ToaroroBmneHo:
Santosh Kumar Maurya

x

P

Checked by /
IMposepeno: Pardeep Kumar

C\%

Approved by: Manager/Executive/

Ono6petno: Menemxep / Pykogoaurens
Manoj Kumar M

Reprint Date:.
Jara: 21.11.2023

Reprint Date:
Jara: 21.11.2023

Reprint Date:
Hara: 21.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




