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Formulation Unit-6
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CEPTHPHUKAT AHAJIU3A

Page10of 6/ Ctp. 1436

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxann®, Tab1eTKy, NOKPbITHIE IIEHOYHOI 060s104K0#, 400 Mr + 325 mr

Batch No / Cepns Ne : V2301351

Batch Quantity / O6bem maptnn : 758.000 Kg

040002067343

Analytical Report No / AHanuTHYecKHii oT4yeT Ne :

Date of Analysis / JlaTa ananuza: 29.08.2023

Date of Manufacture / Jlata npousBoactsa : 07/2023

Date of Expiry / Cpok roanocts : 06/2028

Analysis performed according ND / AnaJyins nposenen mo HJ: T N011252/01-160123

Ne Test / Iloka3aTennb

Results/ Pe3yasTaTsl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KamCyJIoBMIHON (hOpMBI, TOKPHITHIE
TUIEHOYHOM 00OJIOUKONW OpaHKeBOro
[[BETAa, C PUCKOH Ha OAHOH CTOPOHE;
Ha IIOTIEpEYHOM paspe3e — sIpo
6enoro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnetku
KaICyJIOBUOHOW  (QOpMBI,  NOKPHITHIC
TJIEHOUHOH  000JI0YKOH  OpaHXeBOTro
1[BETA, C PUCKOM Ha OAHON CTOPOHE; Ha
[IOTIEPEYHOM pazpese — AOpo Genoro uiu
royTu 6eJIoro LBETA.

2 |Identification /
TTognuHHOCTB

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)KuBaHHSI OCHOBHBIX HHMKOB

Ha XpoMarorpamMme HUCIIBITYEMOTO
pactBOpa JIOJDKHBI COOTBETCTBOBATH
BpEMEHaM YACPXKHUBAHUS ITHKOB Ha

XpoMaTorpaMMe pacTBOpa CTaHIApPTHAIX
obpasuoB ubynpodeHa U napaueTamona

(pazmen «KonuuecTBeHHOE
OIpeIeNIEHNE))
3 |Average tablets weight 973.1mg/973.1 mr From 9409 mg to 9991 mg
Cpenusist Macca (970.0 mg =3.0 %) /
TabieTox Ot 940,9 MI ao 999,1 MI

(970,0 mr + 3,0 %)

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

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
IToaroTtoBeHo:
Pardeep Kumar

[

Checked by /
[TpoBepeHo: Santosh Kumar

Maurya (%
o

Approved by: Manager/Executive/
Onobpeno: Menemgep / Pykoeoaurens
Abhishek Chauhan

\

Reprint Date: -
Ilata: 09.11.2023

Reprint Date:
Hara: 09.11.2023

Reprint Date:
Hata: 09.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hvderabad - 500034, Telangana, indiz
Tel: +91 40 4300 2900, Fax: +91 40 4900 2929, Emzil: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q,’:‘

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

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

CERTIFICATE OF ANALYSIS yyw drreddys.com
CEPTHOUKAT AHAJIM3A

Page2 of 6/ Ctp. 2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yKkaun®, Ta6aeTKH, TOKpPbIThIE MIeH04HoH 000/104Ko0ii, 400 Mr + 325 mr

Batch No / Cepust No : V2301351

Batch Quantity / O6nem maptuu : 758.000 Kg

040002067343

Analytical Report No / AHanuTHYecKkuii oTyeT No :

Date of Analysis / laTa ananu3a: 29.08.2023

Date of Manufacture / Jlata npoussojcrsa : 07/2023

Date of Expiry / Cpok roanocts : 06/2028

Analysis performed according ND / Aranus IIpOBe,[Ie-H mo HII: 11 N011252/01-160123

4 |Disintegration /
PacnagaeMocTh

06 min 45 sec/ 06 MuH 45 cek

Not more than 30 min /
He 6onee 30 mun

5 |Dissolution /
Pacteopenue

96 % To 101 %

98 % to 102 %

Not less than 70% (Q) of C;3His0;
(Ibuprofen) after 30 min /

He w™menee 70 % (Q)
(ubynpoden) yepes 30 MUH

Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He w™enmee 70 % (Q)
(mapaueramon) uepes 30 MuUH

C13H1502

CsHoNO,

Remarks : The Product conforms to ND/
Hpumeuanue: ITpoayxt cooTBeTcTByeT TpeboBanusam HJ

Opinion : APPROVED
3aknouenue: OJJOBPEHO

Jara: 09.11.2023

Jata: 09.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToBneHo: [IpoBepeHo: Santosh Kumar Ono6peno: Mengmxep / Pykosoaurennb
Pardeep Kumar avﬁ-——o Maurya %f Abhishek Chauh&

Reprint Date: Reprint Date: Reprint Date: = i

Jata: 09.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
lel: +91 40 4300 2900, Fax: +91 40 4300 2539, Emzll: rndil@drieddys.corn

CIN: L85155AP1984PLCO04507
www.drreddys.com




D dd , ‘.... Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
r. Re y S s Viil. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA

Tel : +91 98165 56001-02

CEPTUOUKAT AHAJINU3A

Page30f6/Crp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MOykauH®, TabeTKH, MOKPbITHIE IIEH04YHOii 000104K0iH, 400 Mmr + 325 mr

Batch No / Cepust Ne : V2301351 Batch Quantity / O6bem napTuu : 758.000 Kg
Analytical Report No / AnanuTHuecknii oTyeT Ne : Date of Analysis / JlaTa ananu3za: 29.08.2023
040002067343

Date of Manufacture / lata mponspogctsa : 07/2023 | Date of Expiry / Cpok rognoctu : 06/2028

Analysis performed according ND / Auaau3s nposeaen mo HJ: TIN011252/01-160123

6 |Related substances / 4-aminophenol (paracetamol impurity)

PoncteeHHbIE MpUMeECH 0.0003% - not more than 0.005 % /

Method 1 / Meton 1 4-amuHodeHon (MpuMech napaneTamMmona)
- "e 6onee 0,005 %

Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jobas eINHNYHas! IpHMECh

(ubynpodena unM mnapaueTamona) - He
6onee 0,3 %

Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /

Cymma npumeceii (Meron 1 + Meton 2)
- He Gonee 0,7 %

9 |Water/Bona 1.7% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr cooTeTcTBYeT Tpebopanuam H[ | 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
IToaroToBneHo: [posepeHo: Santosh Kumar Ono6peno: Menejukep / PykosoauTens
Pardeep Kumar QL—— Maurya = Abhishek Chauhak
e = e \

Reprint Date: Reprint Date: Reprint Date:
Jara: 09.11.2023 Hara: 09.11.2023 Hata: 09.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4300 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L851565AP1984PL.COD4A507
www.drreddvs.com




Dr.Reddy’s Q':‘.

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : +31 98165 56001-02

CERTIFICATE OF ANALYSIS \yyw.drredéys.com
CEPTH®HKAT AHAJIN3A

Page4 of 6/ Ctp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoykauH®, TabeTKH, MOKPBIThIE IIEHOYHOIH 060104uKoH, 400 Mr + 325 mr

Batch No / Cepua Ne : V2301351

Batch Quantity / O6bem maptun : 758.000 Kg

Analytical Report No / Ananurnyecknii otaer Ne :
040002067343

Date of Analysis / laTa anann3a: 29.08.2023

Date of Manufacture / llata npousBojacrsa : 07/2023

Date of Expiry / Cpok rognoctu : 06/2028

Analysis performed according ND / Ananu3s nposegex no HJI: TIN011252/01-160123

10

Uniformity of dosage
units /

OOHOPOAHOCTH
JIO3UPOBaHHUS

- Ibuprofen /ubynpoden

- Paracetamol/
napareTamost

1.3

1.3

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

IMoxasates npreMiaeMocTd (AV) nomken
O5ITh He boJee 15,0

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

TTokazarenp opuemyieMocTy (AV) DOmkeH
O5ITh He Oomee 15,0

11

Microbiological purity /
Mukpobuosnoruyeckas
yuctoTa*

a) Total aerobic
microbial count /
Ob61ee yucno
a’poOHBIX
MHKPOOPTaHU3MOB

b) Total combined
yeasts and mould count
/ Obuiee yncio
JPOMOKEBBIX U
IJIECHEBBIX IpHbOB

c) E. coli

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

Less than 05 CFU/g/
Metnee 05 KOE/r

Absent in 1g/ OtcyTcTBYET B 1T

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

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

Shall be absent in lg / OtcyrcTBue B
Ir

Remarks : The Product conforms to ND/
IIpumeuanue: [poaykt coorBeTcTBYeT TpeboBaHusam HJL

Opinion : APPROVED
Baxmouenue: OJIOBPEHO

Hara: 09.11.2023

Jlata: 09.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroeneHo: [posepeno: Santosh Kumar Onob6peno: Meneaxep / PykoBoaurens
Pardeep Kumarcﬁ,_ Maurya I_EE Abhishek Chauhanx\\

Reprint Date: Reprint Date: Reprint Date:

Jata: 09.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2200, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN. LOLA1J5AP13041L.CO04507
www.drreddys.com




Dr.Reddy’s ‘,‘:".

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

Viil. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS \yww.drredcys.com

CEPTUDHUKAT AHATM3A
Page50f 6/ Ctp. S5u3 6
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauH®, Ta6/1eTKH, MOKPbIThIe NIEHOYHOH 0060.104K0i, 400 Mr + 325 mr
Batch No / Cepnst Ne : V2301351 Batch Quantity / O6bem naptuu : 758.000 Kg
Analytical Report No / AnannTn4ecknii orger Ne : Date of Analysis / laTa anajau3za: 29.08.2023
040002067343
Date of Manufacture / Jlata npousBoacrsa : 07/2023 | Date of Expiry / Cpok roanocru : 06/2028
Analysis performed according ND / Ananu3s nposenen no H/I: [1 N0O11252/01-160123
12 |Assay/ 396.8 mg/396.8 Mmr From 360.0 to 440.0 mg of CisHigO:
KonuyecTBeHHOE (Ibuprofen) per tablet /
onpejeNieHue Or 360,0 mr go 440,0 mr CisHizO,
(ubynpoden) B TabneTke
327.57 mg/ 327.57 Mr From 292.5 to 357.5 mg of CgHoNO;
(Paracetamol) per tablet /
Or 292,5 mr mo 357,5 mr CsHoNO,
(mapaiietaMmoJ) B TabOJIETKE
13 | Package / YmakoBka 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. / Ilo 10 |in a carton. / ITo 10 Tabnerok B IIBX/Al
tabnerok B [IBX/Al 6nmcrep. Ilo 1 |6nuctep. Ilo 1, 2 unu 20 6iucrepos B
OmicTepy B MNayKy KapTOHHYK |Madky KapTOHHYIO BMECTe c
BMECTE C  MHCTPYKIMEH 1O |MHCTPYKUHMEH 110 NPUMECHEHHIO.
TIPUMEHEHHUIO.
14 | Labeling / MapkupoBka| According to ND. / B cootsetctun ¢ H/I.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHenue [Tpu Temneparype He Bbie 25 °C.
16 | Shelf life / Cpoxk 5 years / 5 ner
rOIHOCTH

* 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 NPOU3BOAHTENEM NPH
BBIITyCKE TIEPHONMUYECKH: [ Kol 20-0f cepun Wi He MeHee 1 pasa B rox. [TokasaTens MOXET ObITh
He BKJIFOYEH B cepTU(hHKAT aHaIu3a GUPMEI

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt cooTseTcTBYET TpeboBaHusIM HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[TogroToBneHo: [IposepeHo: Santosh Kumar OnmobpeHo: Menekep / PykosoauTens
Pardeep Kumar Qﬁ/ Maurya ( & Abhishek Chauhanak\

= |
Reprint Date: Reprint Date: Reprint Date:
Jara: 09.11.2023 Hata: 09.11.2023 Hata: 09.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 29C0, Fax: +91 30 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s Q;‘

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

Viil, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98165 56001-02

CERTIFICATE OF ANALYSIS yyw drreddys.com

CEPTUOUKAT AHAJIU3A

Page 6 of 6/ CTp. 6 M3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanH®, Tab1eTKH, NOKPBITHIE IVIEHOYHO#H 000104K0#, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301351

Batch Quantity / O6bem mapruu : 758.000 Kg

040002067343

Analytical Report No / AnajquTuveckuii oTyer Ne :

Date of Analysis / [laTa ananu3za: 29.08.2023

Date of Manufacture / JlaTa npousBoactea : 07/2023

Date of Expiry / Cpox rogsoctH : 06/2028

Analysis performed according ND / Anayiu3 nposenen no HJI: [1N011252/01-160123

API name (INN) /
HaumenoBanue AD®C (MHH):

Ibuprofen / Ubynipoden

Paracetamol / ITapaneramon

Homep cepuu mpou3BogUTENS
ADC:

API manufacturer batch number /

PIBM230149, PIBM230150

5045/22-23, 5047/22-23

FP Manufacturer API Batch
number /

Homep cepun cybcTannun
nponssoautess I'JIdD:

FEQA00217, FEQA00218

FEQAO00189, FEQA00191

IIpousBopurtens ADC, ctpana:

API Manufactured by & country/

Solara Active Pharma Sciences
Limited, India / Conapa OKTHB
®apma Caitedcus Jlumuren,

| 50391078

Sri Krishna Pharmaceuticals Ltd.,
India / lpu Kpuiuxa
®apmacerotukanic Jita., Uaaus

Remarks : The Product conforms to ND/

Opinion : APPROVED

Ipumeuyanue: [Tpoaykr cootsercTByet Tpeboanusm HJI

3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[loarorosneno: [IpoeepeHo: Santosh Kumar Ono6peHo: Meneukep / PykoBonutens
Pardeep Kumar QL Maurya @ Abhishek Chauhan | \

Reprint Date: Reprint Date: Reprint Date: J

JaTa: 09.11.2023 Jlara: 09.11.2023 Jara: 09.11.2023

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




