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CEPTUDPHUKAT AHAJIM3A

Page1of 6/ Crp. 1 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoyrauu®, Ta6J6€TKH, NOKPHITHIE NJICHOYHOMH 060/10uK0if, 400 Mr + 325 mMr

Batch No / Cepusa No : V2301982

Batch Quantity / O6nem napTan : 775.00 K g

040002192474

Analytical Report No / Ananurndecknii otyer No :

Date of Analysis / lata ananusa: 12.10.2023

Date of Manufacture / JlaTa mpousBoacrsa : Sep.2023

Date of Expiry / Cpok roadocty : Aug.2028

Amnalysis performed according ND / Ananu3s npoeegen mo HJE: [1N011252/01-160123

Ne  |Test / Iloxkazarenn

Results/ Pe3ybTaThl

Specification / Hopma

1 |Description/ Onmcanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the  cross-section../  Tabnetku
KancCyJIOBUIOHOH (OpMbI, TTOKPHIThIE
TUICHOYHO! 060JI04KO# OpaH)XXeBOro
L[BETA, C PUCKOH Ha ONHOH CTOPOHE;
Ha TIONEepPeYHOM paspe3e — sapo
6emnoro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KancynoBUAHOW — (OPMBI,  TIOKPBITHIE
TUIEHOYHOH  000JNIOYKOH  OpaH»KeBOro
LBETAa, C PUCKOH Ha ONHOH CTOpOHE; Ha
TIONIEpeYHOM pa3pese — AApo 6enoro uim
nouty 6esoro uBeTa.

2 |Identification /
TToanMHHOCTE

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 ynepuBaHUA OCHOBHBIX NHUKOB

Ha XpomMaTtorpamMme HCHOBITYEMOIO
pacTtBopa JOJDKHBI COOTBETCTBOBATH
BpE€MEHaM  YACpXHBAHHUs  IIHKOB Ha

XpoMaTorpaMme pacTBOpPa CTAHAAPTHBIX
obpasios uOynpodeHa U mHapaneramona

IIpumeuanue; ITponyxt cooTBeTcTBYET TpeboBaunam HJT

(paspmen «KonuuyecTBeHHOE
onpeseaeHue»)
3 |Average tablets weight 968.0 mg/ 968.0 mr From 9409 mg to 999.1 mg
CpenHss Macca (970.0 mg + 3.0 %) /
TabJIETOK Or 940,9 wmMr Jjno 999,1 Mr
(970,0 Mr £ 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axnmouenue: OJIOBPEHO

Jata: 12.10.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IToaroroBneHo: IIpoBepeHo: Rama kant Onobpeno: Meuemxdp / Pykosomirens
Ankaj Verma [1(' ' ( Abhishek Chauhan )

[T e i J
Reprint Date: Reprint Date: J Reprint Date:

Haia: 12.10.2023

JHara: 12.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4500 2900, Fax: +91 40 4900 2993, Email: mail@drreddys.com

CIN: L85155AP1984PLC0O04507
vsww.drreddys.com
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CERTIFICATE OF ANALYSIS 0o~
CEPTH®HUKAT AHAJIM3A

Page 2 of 6/ C1p. 2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yKkanH®, TabaeTKH, IOKPLIThIE MIeHOYHOIH 000J049KO0H, 400 Mr + 325 Mr

Batch No / Cepua Ne : V2301982

Batch Quantity / O6bem napthu : 775.00 Kg

040002192474

Analytical Report No / AHannTH4ecKHH oT4eT Ne :

Date of Analysis / Jlata anasnm3za: 12.10.2023

Date of Manufacture / /lata nponssojcTsa : Sep.2023

Date of Expiry / Cpok roanocru : Aug.2028

Analysis performed according ND / Anann3 nposeaen mo HJI: T1N011252/01-160123

4 |Disintegration /
Pacnagaemoctb

06 min 36 sec/ 06 muH 36 cek

Not more than 30 min /
He 6onee 30 mu

5 |Dissolution /
PactBopenue

98 % To 101 %

96 % to 100 %

Not less than 70% (Q) of Ci3H;50;
(Ibuprofen) after 30 min /

He menee 70 % (Q) CisHis02
(ubynpoden) uepes 30 MUH

Not less than 70% (Q) of CsHgNO;
(Paracetamol) after 30 min /

He wmenee 70 % (Q) CsHoNO;
(mapaueramon) uepes 30 MHH

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoayKT COOTBETCTRYET TpebosanusamM HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Ch

Ankaj Verma ﬁ/‘/’

ecked by /

Ionrorosnexo: Ilposepeno: Rama kant

s

Approved by: Manager/Executive/

Opnobpeno: Meuemkep / Pykosonurens
Abhishek Chauhan \

Reprint Date: Reprint Date:
Jara: 12.10.2023 HaTa: 12.10.2023

Reprint Date:
HMata: 12.10.2023

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

LIN: LES195AP1984PLLUVASU
www.drreddys.com
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CEPTHOUKAT AHAJIHU3A
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Page3 0f 6/ Crp.3 n3 6

IIpumeuanne: [Tpoaykt coorBercTBYET TpeboBanusam HJ{

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, TabreTkH, NOKPHITHIE IVIEHOYHOi 0060104 K0ii, 400 Mr + 325 mr
Batch No / Cepusi Ne : V2301982 Batch Quantity / O6nem naptus : 775.00 Kg
Analytical Report No / AHannTH4ecknit oTaeT Ne : Date of Analysis / lata agaauza: 12.10.2023
040002192474
Date of Manufacture / Jlata npousBoacTBa : Sep.2023 |Date of Expiry / Cpok rogHocTH : Aug.2028
Analysis performed according ND / Anann3s nposesen no HJI: TIN011252/01-160123
6 |Related substances / ; 4-aminophenol (paracetamol impurity)
PoncTeeHHBIE NpUMecH 0.001% - not more than 0.005 % /
Method 1/ Meton 1 4-amuHo(deHON (TpUMECE TapaLeTaMoa)
- He 6ouee 0,005 %
Method 2 / Meron 2 BDL (Disregard Area 6978) Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jobas efUHUYHAS TIPAMEChH
(ubynpodeHa unM napaueramosia) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.001% - not more than 0.7 % /
Cymma npumeceit (Meron 1 + Meton 2)
- He 6onee 0,7 %
9 |Water/Boga 1.5% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmouenne: OJJOBPEHO

Prepared by / Checked by /

Ankaj Verma ;rz‘\'_, i

L

[ToarorosneHo: IIpoBepeHo: Rama kant

Gt

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

Abhishek Chauhan &/\

Reprint Date: Reprint Date:

Hara: 12.10.2023 Hara: 12.10.2023

Reprint Date:
Hara; 12,10.2023

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 |
CEPTHOHKAT AHAJIH3A

Page4 of 6/ Crp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
A6yicnuu®, TabNeTKH, HOKPLITHIE IeH04HOl 060104K0i, 400 Mr + 325 mMr

Batch No / Cepus Ne : V2301982

Batch Quantity / O6bem napthu : 775.00 Kg

040002192474

Analytical Report No / AHannTH4ecKkHif oTueT N2 :

Date of Analysis / Jlara aranu3za: 12.10.2023

Date of Manufacture / Jlara npouszsogcrsa : Sep.2023

Date of Expiry / Cpok roanocts : Aug.2028

Analysis performed according ND / Anamus niposegen mo HJI: ITN011252/01-160123

10 |Uniformity of dosage

units /

OnHOpoIHOCTE Acceptance value (AV) should be not

JO3MPOBaHUA 14 more than 15.0 /

- Ibuprofen /ubynpoden IMokazarenb npreMineMocTH (AV) nonxen
ObITh HE Gonee 15,0

- Paracetamol/ 1.4 Acceptance value (AV) should be not

napaneTaMmon more than 15.0 /
[TokasaTens npueMiIeMocTH (AV) fojken
OLITE He Gonee 15,0

11 |[Microbiological purity /

Muxkpoburonoriuyeckas

yucToTa*

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

microbial count / He 6onee 1000 KOE/r

Obiuee uncio

a3poOHBIX

MUKpPOOPTaHH3MOB

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

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

/ Ob1ee uncio

IOPONOKEBBIX U

TUIECHEBBIX rpHOOB

c) E. coli NA Shall be absent in 1g / OTCYTCTBHE B

ir

Remarks : The Product conforms to ND/
Ipumeyanne: [TponykT cooTBeTcTBYET TpeboBaHuam HJ{

Opinion : APPROVED
3akmouenne: OJIOBPEHO

Prepared by /
[loarotoBneHo:

Ankaj Verma [i ﬁ/

Checked by /
IposepeHo: Rama kant

‘/’

Approved by: Manager/Executive/

Ono6peHo: Menemkep / PykopoanTens
Abhishek Chauhan\4

NN

Reprint Date:
Hara: 12.10.2023

Reprint Date:
Hara: 12.10.2023

Reprint Date:
Hara: 12.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
W6yxann®, Ta61eTKH, HOKPbITbIE NAEH04HOH 060104K0H, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2301982

Batch Quantity / O6nem naptuu ¢ 775.00 Kg

040002192474

Analytical Report No / AHanuTH4eckHii oTyeT Ne :

Date of Analysis / Jara ananu3a: 12.10.2023

Date of Manufacture / Jlata npouzgojcrea : Sep.2023

Date of Expiry / Cpok roanocts : Aug.2028

Analysis performed according ND / Auanu3s nposeaen o HJI: [T NOI 1252/01-160123

12 |Assay/
KonuuyecTBeHHOE
onpejeneHue

397.9 mg/397.9 Mmr

321.80 mg/321.80 mr

From 360.0 to 440.0 mg of Cy3H 30,
(Tbuprofen) per tablet /

Ot 360,0 mr no 440,0 Mr C,;3H;50;
(ubynpoden) B Tabnerke

From 292.5 to 357.5 mg of CzHyNO,
(Paracetamol) per tablet /

Ot 292,55 mMr go 357,5 mr CsHoNO;
(naparetamon) B TabneTke

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabrnerox B [IBX/Al 6nuctep. Ilo 1
6aucTepy B TMayKy KapTOHHYO
BMECTe C  UHCTpykUued mo
TIPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnetok B IIBX/Al
6mactep. Ilo 1, 2 nmyu 20 6mucTepor B
navky KapTOHHYIO BMeCTe c
MHCTPYKLUEH N0 APHMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootsercrsun ¢ HII.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue ITpu Temnepatype He Bbiie 25 °C.
16 | Shelflife / Cpok 5 years / 5 ner
TOJIHOCTH

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may he absent from the Company's certificate of analysis. / [IpOBOAHTCS IPOK3BOAUTENEM MPH
BBUTYCKE TIEPHOTMUECKH: JIsl ka0l 20-0# cepuu win He MeHee 1 pasa B roj1. [Tokasarenb MOXeT ObITh
HE BKJIIOYEH B cepTH(HKAT aHann3a GupMbl

Remarks : The Product conforms to ND/
IIpumeyanne: IIpoaykT cooTeeTcTBYeT TpeboBanuam HJI

Opinion : APPROVED
3akmwoyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[loaroToBneHo: [TposepeHo: Rama kant Onobpeno: Meneukep / Pykosogurens
Ankaj Verma /4" @U‘b&’dﬁ Abhishek Chauhan k

4 = A
Reprint Date: Reprint Date: } Reprint Date: :
JTaTa- 1?2 10,2023 Jara 1?2 102023 Mata: 12.10.2023

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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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yKkauH®, TabaeTKH, MOKPbITHIE NJIeHOYHOH 000109K0it, 400 Mr + 325 mr

Batch No / Cepna Ne : V2301982

Batch Quantity / O6bem mapTui : 775.00 Kg

040002192474

Analytical Report No / AnannTuyeckHif oTder Ne :

Date of Analysis / laTa anann3a: 12.10.2023

Date of Manufacture / lata npow3Boacrsa : Sep.2023

Date of Expiry / Cpok rogHocTH : Aug.2028

Analysis performed according ND / Anaaus nposegen no HJI: [1N011252/01-160123

API name (INN) /
Haumenoauue AQC (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [Tapauetamon

API manufacturer batch number /
Homep cepun NpoH3BOAHTENA
ADC:

PIBM230317

4059/23-24

FP Manufacturer API Batch
number /

Howmep cepun cy6cranuuu
npoussoaurens I'JIP:

FEQA00401

FEQAO00244

API Manufactured by & country /
IIpousBoantens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma Caitencus Jlumuren,

Hagus

Sri Krishna Pharmaceuticals Ltd.,
India / Illpu Kpuitaa
®dapmacrrotrkaic JIta., UHaus

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumedanne: [Iponykt cooTBeTcTBYET TpeboBanuam HI | 3axmouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
HoarotoBneHo: /1 IIposepeno: Rama kant , Onob6peno: Menemwaep / PyxoBoaurens
Ankaj Verma ﬂu » }Qﬁw Abhishek Chauhan){&\
Reprint Date: Reprint Date: ' Reprint Date:

Hara: 12.10.2023 Hara: 12.10.2023 Jara: 12.10.2023

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




