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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6yxaun®, Tab/IeTKH, NOKPbITHIE IIeHOYHOH 060104K0ii, 400 mr + 325 mr
Batch No / Cepust Ne : V2301353 Batch Quantity / O6bem maptuu : 766.900 Kg
Analytical Report No / AHanuTudeckuii oTyer Ne : Date of Analysis / JIaTa ananu3a: 28.08.2023
040002068429
Date of Manufacture / J/lata npoussojcrsa : 07/2023 | Date of Expiry / Cpok roanocts : 06/2028
Analysis performed according ND / Anananz nposegen no HJI: [1N011252/01-160123
Ne | Test / Iloka3aTesb Results/ Pe3yabTaThl 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. ./  Tabnerku|core at the cross-section. / Tabnerku
KaICyJOBHAHOW (OPMbI, MOKPBITHIE|KANCyJOBHAHOH  (OPMBI,  MOKPHITHIE
IJIEHOYHOM 0OO0JIOUKO OpaHKeBOro|MJICHOYHOH  ODONOYKOH  OpaHXKeBOro
LBETA, C PUCKOM Ha OAHOM CTOpPOHE;|lIBETa, C PHCKOH Ha ONHOW CTOPOHE; Ha
Ha TONEPEYHOM paspese — sAPO|TOMNEPEeYHOM paspese — sSApo 6enoro uim
6ernoro uBera. noutu H6enoro LBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IlonnHHHOCTD 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) /
BpemeHa ynep)KHBaHHsI OCHOBHBIX NHKOB
Ha XpoMaTtorpamme VCITBITYEMOTO
pacTBOpa  JODKHBI ~ COOTBETCTBOBAThH
BpeMeHaM  yIepXXHBaHUS IHKOB Ha
XpoMaTorpaMMe pacTBopa CTaHAApPTHBIX
obpasuor ubynpodeHa u mnapaueramona
(paznen «KonuvectBeHHOE
OTIpe/IENIEHUEY)
3 |Average tablets weight 972.4 mg/972.4 mr From 9409 mg to 999.1 mg
Cpenusis Macca (970.0 mg £+ 3.0 %) /
TabJieToK Or 940,99 wmMr Jo 999,1 MT
(970,0 mr = 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeyanne: [IpoaykT cooteTcTByeT TpeboBanusam HJ | 3akmoyenne: OJJTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToBneHo: [Tporepeno: Santosh Kumar On06peHo: Meuemxep / PykoBoauTens
Noor Mohammad Maurya &, Abhishek Chauhan \
a )
Reprint Date:. Reprint Date: Reprint Date: )
Hara: 09.11.2023 Hata: 09.11.2023 Jarta: 09.11.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabeTky, NOKPHITHIE INIEHOYHOH 000/104K0i, 400 Mr + 325 Mr

Batch No / Cepus Ne: V2301353

Batch Quantity / O6bem maptuu : 766.900 Kg

Analytical Report No / Ananurnyecknii order Ne :
040002068429

Date of Analysis / {aTa ananuza: 28.08.2023

Date of Manufacture / lata npousBoacrsa : 07/2023

Date of Expiry / Cpok rogHocts : 06/2028

Analysis performed according ND / Ananu3 nposeaes mo HJI: [1N011252/01-160123

4

Disintegration /
PacmagaemocTth

06 min 18 sec/ 06 muH 18 cek

Not more than 30 min /
He 6onee 30 mun

Dissolution /
PactBopenue

96 % To 102 %

98 % to 102 %

Not less than 70% (Q) of Ci3HisO2
(Ibuprofen) after 30 min /

He Menmee 70 % (Q)
(u6ynpoden) uepes 30 MHH

Not less than 70% (Q) of CsHgNO;
(Paracetamol) after 30 min /
He wMewee 70 % (Q)
(napaueramon) gepe3 30 MUH

C13H1302

CsHgNO,

Remarks : The Product conforms to ND/
IIpumeyanue: [Iponykr coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3axiouenne: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IToarorosneHo: [Tpoeepeno: Santosh Kumar OnobpeHo: Menemgep / Pykosoaurens
Noor Mohané%s Maurya : Abhishek Chauhaﬁk

= L= —
Reprint Date:. Reprint Date: Reprint Date:
Jata: 09.11.2023 Jara: 09.11.2023 Jata: 09.11.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NG6ykann®, TabsieTKH, NOKPHITHIE I1eHOYHOi 060104K0if, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2301353

Batch Quantity / O6bemM mapThu : 766.900 Kg

040002068429

Analytical Report No / AnajnTudeckuii oryer Ne :

Date of Analysis / JlaTa anaynuza: 28.08.2023

Date of Manufacture / Jlata npoussogcrpa : 07/2023

Date of Expiry / Cpox rogHoctu : 06/2028

Analysis performed according ND / Ananu3 nposeaen mo HJI: I1 N011252/01-160123

6 |Related substances /

0.0003%

4-aminophenol (paracetamol impurity)

PoncteeHHbIE TpUMeECH - not more than 0.005 % /

Method 1/ Meton 1 4-amuHodeHo (TIpuMech NapaneTamona)
- ge 6omee 0,005 %

Method 2 / Metoa 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas €AUHUYHAs puMech
(ubynpoderna unu MapaneraMmosna) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.03% - not more than 0.7 % /
Cymma npumecett (Meton 1 + Meton 2)
- He 6oinee 0,7 %
9 |Water/ Bona 1.6% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ilpumeuanue: [Tponykt cooTBercTBYET TpeboBaHuaM H/I

Opinion : APPROVED
3akimouenue: OJOBPEHO

Harta: 09.11.2023

Jara: 09.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToBneHo: Ipoeepeno: Santosh Kumar Onobpeno: Meunemxep / Pykosoauresns
Noor Mohag;zjlad Maurya ¢ Abhishek Chauhan

1 — l\& Y \
Reprint Date:. Reprint Date: Reprint Date: '

JlaTa: 09.11.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxkauu®, Ta61eTKH, NOKPBITHIE MIEHOYHOH 060/104K0i, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2301353

Batch Quantity / O6bem napruu : 766.900 Kg

Analytical Report No / AHanuTudeckuii oTuyer No :
040002068429

Date of Analysis / JlaTa ananu3za: 28.08.2023

Date of Manufacture / lata npousBoacrTea : 07/2023

Date of Expiry / Cpok roauocts : 06/2028

Analysis performed according ND / Ananu3 nposeaen mo HJI: [1N011252/01-160123

10 |Uniformity of dosage

units /

OnHoOpogHOCTE Acceptance value (AV) should be not

JIO3UPOBAHHUS 0.8 more than 15.0 /

- Ibuprofen /ubynpoden IMoka3arens npueMneMocTr (AV) nomkeH
ObITh He Oonee 15,0

- Paracetamol/ 0.8 Acceptance value (AV) should be not

napaleTamon more than 15.0 /
Iokazarens npueMaeMocTd (AV) nomkeH
6bITH He 6onee 15,0

11 [Microbiological purity /

Muxkpobuonorndyeckas

gucrora*

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

microbial count / He 6omee 1000 KOE/r

Obuee yucio

a3pobHbIX

MHUKPOOPTraHU3MOB

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

yeasts and mould count He 6onee 100 KOE/r

/ Obuee yncio NA

JIDOXIKEBBIX

IJIECHEBBIX IpUOOB

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

1r

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykT coorBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axmouenne: OJIOBPEHO

Jata: 09.11.2023

Hata: 09.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[loarorosneno: IIpoBepeHo: Santgsh Kumar Onobpeno: Menengep / PykoBoautens
Noor Mohg.ugﬁnad Maurya O;e Abhishek Chauhan ;.

.J A ‘1 ’\
Reprint Date:. Reprint Date: Reprint Date: '

Hata: 09.11.2023
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Dr. Reddy's Laboratories Lid.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabaeTku, NOKPHITHIE IVIEHOYHOH 000/104K0ii, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2301353

Batch Quantity / O6bemM naptuu : 766.900 Kg

040002068429

Analytical Report No / AnannTudeckuii otyet Ne :

Date of Analysis / IaTa ananu3za: 28.08.2023

Date of Manufacture / laTa npousBoacrsa : 07/2023

Date of Expiry / Cpok roguoctu : 06/2028

Analysis performed according ND / Auann3 nposeaes mo HJ/I: [IN011252/01-160123

12 |Assay/
KonunuecrBeHHOE
onpejieneHue

399.0 mg/399.0 Mmr

326.83 mg/326.83 Mr

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

Ot 360,0 mr no 440,0 mr CiHisO;
(ubynpodeH) B TabneTke

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

Or 292,5 Mr go 357,5 mr CsHoNO,
(mapaueTamon) B TabJIETKE

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6nuctep. 1o 1
OnucTepy B mHadky KapTOHHYIO
BMECTE C  HMHCTpyKUWeH 1o
IPHMEHEHHUIO.

10 tablets in PVC/ALl blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerok B [IBX/Al
6nuctep. ITo 1, 2 wnu 20 6aMcTepoB B
nayKy KapTOHHYIO BMECTE c
HHCTPYKIHEH 10 TPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootserctuu ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHHe ITpu Temnepatype He Boiie 25 °C.
16 | Shelflife / Cpox 5 years / 5 net
TOJJHOCTH

* 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. / [IpoBoAHTCS POU3BOAMUTENEM MPH
BBINYCKE MEPUOAMYECKHM: Ul Kakaoi 20-0i cepun uiu He MeHee 1 pasa B roj. [lokasarens MoxeT GbITh

HE BKJIIOUEH B cepTU(dUKAT aHanu3a GUPMBL

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykr coorBercTByeT TpeboBaHusaM HJL

Opinion : APPROVED
3axouenue: QJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToprorosiueHo: IIpoepeno: Santosh Kumar Ono6peHo: Menenxep / Pykopoautens
Noor Mo]z?ﬁmad Maurya { g\/ Abhishek Chauhan

Reprint Date:. Reprint Date: Reprint Date:

Jara: 09.11.2023 Hata: 09.11.2023 Jarta: 09.11.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxanu®, TabneTkn, NOKPLITHIE MJIEHOYHOMH 060104K0i, 400 Mr + 325 mr

Batch No / Cepust No : V2301353

Batch Quantity / O6bem naptuu : 766.900 Kg

040002068429

Analytical Report No / AHanuTHYecKHi oT4yeT Nb ¢

Date of Analysis / JlaTa ananu3za: 28.08.2023

Date of Manufacture / lTaTa npoussoactsa : 07/2023

Date of Expiry / Cpox rognoctn : 06/2028

Analysis performed according ND / Anann3s nposeaen mo HJI: [1N011252/01-160123

API name (INN) /

Haumenosamue AGC (MHH): Ibuprofen / Ubynpoden Paracetamol / ITapaueramon
API manufacturer batch number /

Homep cepun npoussoanTeis PIBM230137 5047/22-23

ADC:

FP Manufacturer API Batch

number / FEQA00219 FEQA00191

Homep cepun cy6cTaHuum
npoussoaures I'J1D:

API Manufactured by & country /
IlpouzsoauTtens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa OkxTuB
®apma Cailencus Jlumuren,
Hunus

Sri Krishna Pharmaceuticals Ltd.,
India / Hlpu Kpumna
®apmacstotukanc JIta., Unons

Remarks : The Product conforms to ND/
IIpumeuyanue: [Ipoaykrt coorBercTByeT Tpebopanusam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneHo: ITpoBepeHo: Santosh Kumar Ono6peHo: Menekep / PykoBoaurens
Noor Mohalglg;fld Maurya @ Abhishek Ch auhak‘\

Reprint Date:. Reprint Date: Reprint Date:

Jlara: 09.11.2023 Jara: 09.11.2023 Jara: 09.11.2023
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