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CEPTHOUKAT AHAJIH3A

Page1of 6/ Crp.1u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NO6yKkinH®, Ta6aeTKH, NOKPBITHIE ILIEHOYHOI 0607104 KO#H, 400 mr + 325 mr

Batch No / Cepus Ne : V2301150

Batch Quantity / O6bem mapTum : 755.45 Kg

040001949418

Analytical Report No / AnanuTHYeckuii oTuer Ne :

Date of Analysis / JlaTa anaausa: 12.07.2023

Date of Manufacture / Jlata nponssoactsa : Jun.2023

Date of Expiry / Cpok roagsoctu : May.2028

Analysis performed according ND / Ananus nposeaen mo HJI: 1 N011252/01-160123

Jara: 12.07.2023

JHata: 12.07.2023

Ne  [Test / IlokazaTean Results/ Pe3yabTaTbl Specification / Hopma
1 |Description/ Onucanue |Orange film-coated, capsule-shaped,|Orange film-coated, capsule-shaped, one-
one-side scored tablets; white core at|side scored tablets; white or off-white
the  cross-section../  Tabnertku|core at the cross-section. / TaGneTku
KancyNoBUAHOH (OPMBI, MOKPHITHIE|KAMCYIOBUAHOR  (QOPMBI,  MOKPBITHIE
NJIEHOYHOH OOO0JIOYKON OpaH)XEBOTO|MJICHOYHOH  00OJOYKOM  OpaHXeBOro
11BETa, C PUCKOH Ha OIHOW CTOPOHE;|BETA, C PUCKOH Ha OJHOH CTOpOHE; Ha
Ha TIONepeyHoM paspese — sApO|HOIepeyHoM paspese — SApo Genoro uiu
6enoro nBeTa. noutH 6esioro LBera.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IToanuHHOCTS CoOTBETCTBYET 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 ynep)xuBaHUs OCHOBHBIX ITHKOB
Ha XpoMaTorpamme HCIIBITYEMOTO
pacTBOpa  JOJKHBI ~ COOTBETCTBOBATh
BpEMEHaM  YJEPXKHBAHUS THUKOB  HA
XpOMaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpazuoB ubympodeHa K mapaneramona
(paznen «KOoNM4eCTBEHHOE
OINpeneeHHEY)
3 |Average tablets weight 968.4 mg/ 968.4 mr From 9409 mg to 9991 mg
Cpennsisa Macca (970.0 mg = 3.0 %) / .
TabJIeTOK Or  940,9 MI  JO 999,1 M
(970,0 mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr cooTBercTByeT TpeGosanuam HJI | 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[TogrotoeneHo: g ITposepeno: Pardeep Kumar | Ono6peno: Menemwxep / PykoBoaHTE b
Pravesh Rana "'{2/ ! Amit Kumar e
= — [ /-—'—’
Reprint Date:. Reprint Date: Reprint Date:

JHara: 12.07.2023

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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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
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CEPTUOUKAT AHAJIU3A

Page 2 of 6/ Crp.2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykaun®, Ta6JeTKH, MOKPBITHIE MJIEHO4HOH 000104K0i, 400 mr + 325 mr

|Batch No / Cepust Ne : V2301150

Batch Quantity / O6bem nmaptum : 755.45 Kg

040001949418

Analytical Report No / AHanuTH4ecknii oTyer No :

Date of Analysis / JlaTa anaqusa: 12.07.2023

Date of Manufacture / /lata npouszBoacrTsa : Jun.2023

Date of Expiry / Cpok roagsoctu : May.2028

Analysis performed according ND / Auaans nposegen nmo HJI: TIN011252/01-160123

4 |Disintegration /
PacnagaemMocTh

08 min 04 sec/ 08 mun 04 cex

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
PactBopenue

99 % To 101 %

99 % to 103 %

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

He wmenee 70 % (Q)
(ubynpoden) yepes 30 MUH
Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(mapaneramon) uepes 30 MUH

Ci3His02

CsHoNO;

Remarks : The Product conforms to ND/
ITpumeuanne: [IpoNykT cooTBeTCTBYET TpeboBanusm HII

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
[ToarotrosneHo:; 5

Pravesh Rana J f

Checked by /
[TposepeHo: Pardeep Kumar

=l

Approved by: Manager/Executive/
Ono6peHo: Menemxep / PykoBonuTenb

Amit Kumar S
— -\r.-'__‘_.-"/

Reprint Date:.
Hara: 12.07.2023

Reprint Date:
Jara: 12.07.2023

Reprint Date:
Jara: 12.07.2023

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
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- CEPTHO®HKAT AHAJII3A

Page3 of 6/ CTp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6ykanu®, TabaeTKH, NOKPBIThIE I1eH0YHOI 060104uK0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301150 Batch Quantity / O6bem mapTuu : 755.45 Kg
Analytical Report No / AnaauTndeckuii oryer Ne : Date of Analysis / [laTa ananunsza: 12.07.2023
040001949418

Date of Manufacture / [lata npousBoacTsa : Jun.2023 |Date of Expiry / Cpok roxHocTH : May.2028

Analysis performed according ND / Ananu3 nposeaen no HJI: [1N011252/01-160123

6 |Related substances / : 4-aminophenol (paracetamol impurity)
PoacTBEHHbIE IPUMECH 0.0003% - not more than 0.005 % /
Method 1/ Meton 1 4-amuHo¢peHon (IpUMech napaueramorna)

- He 6onee 0,005 %

Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobast eTMHMYHAs pUMech
(ubynpodeHa unu napalneramosia) - He
6onee 0,3 %

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

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

9 |Water/Bona 1.5% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [TpoaykT cootBeTcTBYeT Tpebopanusm HJ | 3axmouenne: OIOBPEHO
Prepared by / ' Checked by / Approved by: Manager/Executive/
[ToaroToBneHo: EL [Tpoeepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosoautens
Pravesh Rana Amit Kumar .
<>f//' A‘”"y

Reprint Date:. Reprint Date: Reprint Date: '
Jara: 12.07.2023 Hara: 12.07.2023 Jara: 12.07.2023

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
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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 yww.drreddys.com
CEPTUDUKAT AHAJIM3A

Page4 0f 6/ Crp.4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauu®, Ta61€eTKH, NOKPBIThIE MJIeHOYHOH 060/1049K0i, 400 mr + 325 mr

Batch No / Cepust Ne : V2301150

Batch Quantity / O6bem naprum : 755.45 Kg

Analytical Report No / Ananurndeckuii oruer Ne :

040001949418

Date of Analysis / /laTa ananusa: 12.07.2023

Date of Manufacture / JlaTta npousBoacrsa : Jun.2023

Date of Expiry / Cpok roggoctu : May.2028

Analysis performed according ND / Ananu3 nposees no HJI: TIN011252/01-160123

10 |Uniformity of dosage

units /
OnHopoaHOCTE Acceptance value (AV) should be not
JIO3UPOBAHUS 2.0 more than 15.0 /
- Ibuprofen /ubynpocden [Mokasarens npuemieMocTy (AV) nomxeH
ObITh HE Oouee 15,0
- Paracetamol/ 2.5 Acceptance value (AV) should be not
napaneTamol more than 15.0 /
Iokazares npremiaeMocTd (AV) 1oikeH
ObITh He Oonee 15,0
11 |Microbiological purity /
Muxpobuonoruyeckas
ygcrora*
a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
Ob61iee yucIo
a’pobHBIX
MHKPOOPTraHU3MOB
NA
b) Total combined Not more than 100 CFU/g /
yeasts and mould count He 6onee 100 KOE/r
/ Ob1ee 4yuciIo
JApPO}OKEBBIX U
MJIECHEBBIX IPUbOB NA

¢) E. coli

Shall be absent in lg / OTcyTcTBHE B
Ir

Remarks : The Product conforms to ND/

ITpumeuanne: Ilpoayxr coorBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: [TpoBepeno: Pardeep Kumar Omo6peno: Menemkep / Pykoonurens
Pravesh Rana /Q ¢ Amit Kumar SN
Reprint Date:. Reprint Date: Reprint Date: )

Jata: 12.07.2023

Harta: 12.07.2023

Jarta: 12.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

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

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

Page 5 of 6/ Crp.5u3 6

Product: Ibuclin, film-coated. tablets, 400 mg + 325 mg
NGyknun®, TabaeTKH, NOKPHITHIE MJ1eHOYHO# 060./104K0i, 400 mr + 325 mr
Batch No / Cepus Ne : V2301150 Batch Quantity / O6bem naptun‘: 755.45 Kg
Analytical Report No / AHanuTu4yecknii oTyeT Ne : Date of Analysis / /laTa ananusa: 12.07.2023
040001949418
Date of Manufacture / lara mpou3soacTea : Jun.2023 | Date of Expiry / Cpok roanocrtu : May.2028
Analysis performed according ND / Ananus nposeaen mo HJI: TIN0O11252/01-160123
12 |Assay/ 392.4 mg/392.4 mr From 360.0 to 440.0 mg of Ci;3His0:
KonuuectBenHoe (Ibuprofen) per tablet /
omnpeJiesieHre Ot 360,0 mr nmo 440,06 mr C;3HisOs
(ubynpoden) B TabneTke
331.85mg/331.85 mr JFrom 292.5 to 357.5 mg of CgHoNO,
(Paracetamol) per tablet /
Or 292,5 mr po 357,5 mr CsHoNO;
(mapaueramod) B TabJeTke
13 | Package / YmakoBka 10 tablets in PVC/AI blister. 1 |10 tablets in PVC/AI 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. / [To 10 Tabnerox B [IBX/Al
tabnerok B [IBX/Al 6nuctep. ITo 1 |6nucrep. Ilo 1, 2 unu 20 6auctepoB B
OnUcTepy B MAyKy KapTOHHYIO |MauKy KapTOHHYIO BMECTE c
BMECTe C  HHCTPYKUMEH 1O |MHCTPYKLUHEH MO MPUMEHEHHIO.
IIPMMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B coorsetcTBuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHenue IIpu Temnepatype He Bbille 25 °C.
16 | Shelf life / Cpoxk S years / 5 net
rOHOCTH

* 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. / IIpoBogUTCS TPOU3BOAMTENEM TIPU
BBIIYCKE MEPHOANYECKH: JUIs Kol 20-0i cepuu UMM He MeHee 1 pasa B roj. ITokasarens MOXeET ObITh
He BKJIIOYEH B cepTUdUKaT aHanu3a GUupMsl

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBanusM HJI

Opinion : APPROVED
3akmoyenue: OJJOBPEHO

Prepared by /
I[ToaroroBneHo:

Pravesh Rana |
),---"'

Checked by /
ITporepeno: Pardeep Kumar

-

—

Approved by: Manager/Executive/
Onobpeno: Menemxep / PyxoBoaurens

Amit Kumar :
N—
I/&C“ ”____,,/

Reprint Date:.
Hara: 12.07.2023

Reprint Date:
Hara: 12.07.2023

Reprint Date:
Hata: 12.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Emai!: mail@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, IND{A

Tel : +91 98166 56001-02
www.drreddys.com

Page 6 of 6 / Cp. 6 uz 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxamH®, Tab1eTKH, NOKPBITHIE NIEHOYHO# 060104K0l, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301150

Batch Quantity / O6bem mapruu : 75545 Kg

040001949418

Analytical Report No / AnanmaTudeckuit oryer Ne :

Date of Analysis / J/laTa ananu3sa: 12.07.2023

Date of Manufacture / /lata npouszsoactsa : Jun.2023

Date of Expiry / Cpok roanocru : May.2028

Analysis performed according ND / Ananu3s nposenen mo HJI: TT N011252/01-160123

API name (INN)/

Homep cepun cy6cTanmmu
npousBoguTes I'JID:

Hanvenosammue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number /

Howmep cepuu npousBoaNTEIs PIBM230101 1306/22-23

ADC:

FP Manufacturer API Batch

nuhér / FEQA00185 FEQA00187

API Manufactured by & country /
IIpousBoaurtens APC, cTpaHa:

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

Uunus

Sri Krishna Pharmaceuticals Ltd.,
India / lpu Kpuina
®apmackrotukaic JIta., UHaus

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

Opinion : APPROVED
3axmouenue: OJJOBPEHO .

Prepared by /
IToarorosneHo:
Pravesh Rana

i
/
w

Checked by /
[Tpoepeno: Pardeep Kumar

.

Approved by: Manager/Executive/
Ono6peno: Menemxep / PykoBoautens
Amit Kumar

Reprint Date:.
Hara: 12.07.2023

Reprint Date:
Hara: 12.07.2023

Reprint Date:
Jara: 12.07.2023
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