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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, IND{A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIW3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykann®, TabaeTkH, NOKPbIThIE IVIEHO4HO#H 0060,104K0i1, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301357

Batch Quantity / O6bem mapTuu : 765.450 Kg

040002028532

Analytical Report No / AmannTHueckuii oryer Ne :

Date of Analysis / laTa ananusa: 09.08.2023

Date of Manufacture / iata nponssojcrsa : 07/2023

Date of Expiry / Cpok roanoct : 06/2028

Analysis performed according ND / Anasus nposejen mo H/i: ITNO1 1252/01-160123

Ne Test / ITokazaTenb

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KancynoBUJHOH (GOpPMBI, TOKPBITHIE
TUIEHOYHOM OOONOUKONM OpaHXeBOro
LBETa, C PUCKOIl HAa OJNHOH CTOPOHE;
Ha TIOMEpeyHOM paspese — SOpo
0eJIoro 1BETA.

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

core at the cross-section. / Tabnerku
KancynoBuUIHOH  (GOpMBEI, TTOKPBITBIE
MJeHOYHOM  00ONOYKOH  OpaHXKEBOro

1BETa, C PUCKOH Ha OJHOH CTOpOHE; Ha
MOMEPEYHOM paspese — AApo Oenoro uiau
[o4TH OeJIoro 1BeTa.

2 |Identification /
IToaTUHHOCTB

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) /

BpeMmena yiep>kMBaHHS OCHOBHBIX MHKOB

Ha XpoMaTorpamMme HUCIIBITYEMOTO
pacTBopa  JIOJDKHBI ~ COOTBETCTBOBATH
BpeMEHaM  yJEepXMBaHWs IMKOB Ha

XpoMarorpaMme pacTBOpa CTaHAapTHBIX
o6pasio ubynpodena ¥ mapaneramona

(paznen «KonuvectseHHoOE
onpeaeneHue»)
3 |Average tablets weight 971.1 mg/971.1 mr From 9409 mg to 9991 mg
CpenHsia Macca (970.0 mg £ 3.0 %) /
TabJIETOK Or 940,9 wmr g0 9991 MT

(970,0 mr = 3,0 %)

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanuam HJL

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by /
[TogrotoBneHo: S ,\_ttosh
Kumar Maurya

{
A -

—_—

Checked by /
[TpoBepeno: Pardeep Kumar

——

Approved by: Manager/Executive/
Ono6peno: Menemxkep / PykoBpmurens
Manoj Kumar ' j

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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CEPTHOUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykann®, TabieTk, MOKPbIThIE IIEHOYHOH o6oJioukoii, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2301357

Batch Quantity / O6pem naptuu : 765.450 Kg

040002028532

Analytical Report No / AHasmuTa4ecKkuii oryer Ne :

Date of Analysis / ara ananusa: 09.08.2023

Date of Manufacture / lata npoussogcrsa : 07/2023

Date of Expiry / Cpok rogaocrd : 06/2028

Analysis performed according ND / Ananns nposenen no HJI: I1 N011252/01-160123

4 |Disintegration /
PacnamaemMocTth

08 min 33 sec/ 08 MuH 33 cek

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
PactBopenue

99 % To 102 %

101 % to 102 %

Not less than 70% (Q) of CizHiz0;
(Tbuprofen) after 30 min /

He wmemee 70 % (Q) CisHisO2
(ubympocden) yepes 30 MUH

Not less than 70% (Q) of CiHoNO»
(Paracetamol) after 30 min /

He wmenee 70 % (Q) CsHoNO:
(napaueramon) yepes 30 MUH

Remarks : The Product conforms to ND/
Mpumeuanne: [TpoaykT cooTBeTcTBYET Tpebopanusm HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
[Toaroroeneno: Santash
Kumar Maurya N

-_—

Checked by /
IMposepeHo: Pardeep Kumar

—

Approved by: Manager/Executive/

Opo6peno: Menemxep / PykoBpaureib
Manoj Kumar @u/j

Reprint Date:.
Hara: 21.11.2023

Reprint Date:
Hara: 21.11.2023

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel: 9198166 56001-02

CEPTHOHMKAT AHAJIN3A

www.drreddys.com

Page30f 6/ Ctp.3 M3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanu®, TabieTku, IOKPhITHIE MJ1eHO4YHOH 000J104KOi, 400 mr + 325 mr

Batch No / Cepusn Ne : V2301357

Batch Quantity / Oobem naptuu : 765.450 Kg

040002028532

Analytical Report No / AHagnTH4YecKuii oTyer Ne :

Date of Analysis / lata anaimza: 09.08.2023

Date of Manufacture / Jlata nponsBoscrsa : 07/2023

Date of Expiry / Cpok rognoctu : 06/2028

Analysis performed according ND / Ananns nposeien mo HJL: 11 NO011252/01-160123

6 |Related substances /

0.0001%

4-aminophenol (paracetamol impurity)

PonacTeeHHbie TpUMECH - not more than 0.005 % /

Method 1/ Mertog 1 4-amuuo(eHon (IpuMeCh apaleTaMmora)
- He 6onee 0,005 %

Method 2 / Merop 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jiobas e/iNHNYHasA IpUMech
(ubynpodena unM Dapaneramona) - He
6omnee 0,3 %
Total impurities (Method 1+ Method 2)

0.04% - not more than 0.7 % /
Cymma npumeceii (Metof 1 + Meton 2)
- He 6oitee 0,7 %
9 |Water/ Bozna 1.5% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpoaykr coorBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IToarorosneHo: Santosh

Kumar Maurya (&

Checked by /
[MTposepeno: Pardeep Kumar

ot

Approved by: Manager/Executive/

Ono6peno: Menemxep / Pykosoaurens
Manoj Kumar I‘\»ZJ

Reprint Date:.
Hara: 21.11.2023

Reprint Date:
Jata: 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: L85195AP1984PLC004507

www.drreddys.com
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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

CERTIFICATE OF ANALYSIS . drreddys.com
CEPTU®UKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yRanu®, TablieTKH, NOKPBIThIE IIEHOYHOI o6oJsioukoii, 400 mr + 325 mr

Batch No / Cepnst Ne : V2301357

Batch Quantity / O6bem naptnn : 765.450 Kg

040002028532

Analytical Report No / AHaquTH4eckuii oTuer Ne :

Date of Analysis / lata apanusa: 09.08.2023

Date of Manufacture / Jlata npoussoacisa : 07/2023

Date of Expiry / Cpox roanocrs : 06/2028

Analysis performed according ND / Anamus nposeaen no HJI: IT NO1 1252/01-160123

10 |Uniformity of dosage

¢) E. coli

units /
OpHOpPOOHOCTE Acceptance value (AV) should be not
O3UPOBAHU 32 more than 15.0 /
- Ibuprofen /ubynpoden ITokazatens npuemieMocTn (AV) no/mkeH
ObITE He Gonee 15,0
- Paracetamol/ 24 Acceptance value (AV) should be not
napaneTamol more than 15.0 /
[Mokazarels npuemieMocTd (AV) To/bKeH
65ITH He Gonee 15,0
11 |Microbiological purity /
Mukpobuosnoruyeckas
gucToTa*
a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
O061ee yncno
a’pobHBIX
MHKPOOPTraHH3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Obuiee yucno
JIPOMOKEBBIX U
IJIECHEBBIX TPUOOB NA

Shall be absent in 1g / OTcyrcTBHE B
Ir

Remarks : The Product conforms to ND/
Mpumeuanue: [TpoxykT cootBercTByeT Tpebosanuam HJL

Opinion : APPROVED
3akaouenne: OJJOBPEHO

Prepared by /
TMoaroTosaeHo: Santosh
Kumar Maurya @‘)

Checked by /

ITposepeno: Pardeep Kumar

Approved by: Manager/Executive/

Onobpeno: Menemxep / PykosopuTenb
Manoj Kumar @J

Reprint Date:.
Jata: 21.11.2023

Reprint Date:

Jara: 21.11.2023

Reprint Date:
Harta: 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
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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

CERTIFICATE OF ANALYSIS |\ drreddys.com
CEPTH®UKAT AHAJIH3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabaeTkn, NOKPLITHIE IJIEHOYHOH 000/104KOi, 400 mr + 325 mr

Batch No / Cepust Ne : V2301357

Batch Quantity / O6bem napTan : 765.450 Kg

040002028532

Analytical Report No / AnannTnyeckuii oTuer Ne : Date of

Analysis / lata anaansa: 09.08.2023

Date of Manufacture / laTa npoussojcrsa : 07/2023  |Date of

Expiry / Cpox roguoctn : 06/2028

Analysis performed according ND / Anain3 nposeaen mo HJI: TT NO1 1252/01-160123

12 |Assay/
KonudecTBeHHOE
onpeAeNeHUe

387.2mg/387.2 mMr

317.04 mg/317.04 mr

From 360.0 to 440.0 mg of C;3Hi30:
(Ibuprofen) per tablet /

Ot 360,0 mMr mo 440,0 mr C;3HisOs
(ubynpoden) B TabneTke

From 292.5 to 357.5 mg of CsHoNO;
(Paracetamol) per tablet /

Ot 292,5 mr go 357,5 mr CsHoNO:
(mapaueramon) B TabyeTke

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B IIBX/Al 6nmctep. 1o 1
omicTepy B MAYKy KapTOHHYIO
BMECTE C  HHCTPYKIMEH IO
MPUMEHEHUIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerok B [IBX/Al
6nucrep. ITo 1, 2 wmu 20 6mucTepoB B
madKy KapTOHHYIO BMecTe c
HHCTPYKIKEH 10 MPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootsetcTBUu ¢ H]I

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue ITpu Temmeparype He Bbiue 25 °C.
16 | Shelflife / Cpox 5 years / 5 ner
TOJHOCTH

* 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. / TIpoBoguTCS TPOU3BOJUTENEM NPH
BBIYCKE MEPUOMMYECKHU: sl Kax/oii 20-04 cepuu WM He MeHee 1 pasa B rofl. [MokazaTenb MOXET ObITh
He BKJIIOYEH B cepTHHKaT aHa3a GUPMBL

Remarks : The Product conforms to ND/
Ipumeyanue: [poaykr coorsercTsyeT TpeGoBanusm HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
[NoaroroBineHo: Se_l_r{;\c’nsh
Kumar Maurya {:,f

Checked by /
[IposepeHo: Pardeep Kumar

Approved by: Manager/Executive/

Ono6peno: Menemxkep / PykoBoauTeb
Manoj Kumar ;‘:&

Reprint Date:.
Jara: 21.11.2023

Reprint Date:
Jlara: 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: L85195AP1984PLCO04507
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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

CERTIFICATE OF ANALYSIS WWw.drreddys.com
CEPTHOUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
UGykanu®, Ta6JeTKH, TOKPLIThIE NIEHOYHO#H 060104K0il, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2301357

Batch Quantity / O6bem maprun : 765.450 Kg

040002028532

Analytical Report No / AnanuTudeckuii otuer No : Date of Analysis / laTa ananm3a: 09.08.2023

Date of Manufacture / Jlata npoussoicrsa : 07/2023  [Date of Expiry / Cpok roanocts : 06/2028

Analysis performed according ND / Ananu3 nposegen no HJI: I1 NO011252/01-160123

ﬁgi;:ﬁig}il\i) 1( @C (MHH): Ibuprofen / U6ynpoden Paracetamol / [lapaueramon
API manufacturer batch number / :
Homep cepuu poH3BOAHTE/IS PIBM230150 5046/22-23
ADC:
FP Manufacturer API Batch
number /
Howmep cepuil yGCTamin FEQAO00218 FEQA00190
npousBoautes I'JID:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Conapa OxTuB India / lIpu Kpumnina
IlpousBoautens A®C, crpana: ®apma Caitedcus Jlumuresn, dapmacsrotikaic Jita., Huaus
Unnus
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoaykT cootseTcTByeT Tpebopannam HJI | 3axmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[Togroroeneno: Santosh | [IpoBepeHo: Pardeep Kumar Ono6peno: Menemxep / PykoBogurens
Kumar Maurya @’\-’/ QE:, Manoj Kumar ’\VM
Reprint Date:. Reprint Date: Reprint Date:
Jata: 21.11.2023 Hata: 21.11.2023 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: L85195AP1984PLC004507
www.drreddys.com




