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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNo6ykauH®, TabJeTKH, NOKPbIThIE MVIEHOYHO# 000104K0#H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400153

Batch Quantity / O6nem naptuu : 776.0 Kg

040002425360

Analytical Report No / AHajuTHYeckHii oT4eT Ne :

Date of Analysis / /lata ananu3za: 22.02.2024

Date of Manufacture / Jlata npousBoactsa : 02/2024

Date of Expiry / Cpok rogdocts : 01/2029

Analysis performed according ND / Anaau3s nposeaen mo HJ{: [I N011252/01-160123

IIpumeuanne: ITpoaykr coorBeTcTBYET TpeboBauusm HII

Ne  |Test/ Iloka3zaTens Results/ Pe3yabTaThl Specification / Hopma
1 |Description/ Onucanne |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. ./ Tabnetku|core at the cross-section. / Tabnerku
KaTCyJOBUIAHOU (DOPMBI, TMOKPBITHIE|KANCYTOBHAHOH  GOPMBI,  IOKPBITHIE
IICHOYHOH 000704KOH OpaH)XEBOIO|IIIEHOYHOH  OOOJIOUKOH  OpaHkKeBOIo
I{BETa, C PUCKOH Ha OMHOW CTOPOHE; LIBETa, C PUCKOH Ha OAHOH CTOpOHE; Ha
Ha [IONEpPEYHOM paspe3e — SOpO|momepeyHoM paspese — sAnpo Oesoro Wi
Genoro 1BeTa. noutu 6enoro useTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[MopnuHHOCTD 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)KHBaHHS OCHOBHBIX MMHKOB
Ha XpoMmarorpamMmme UCTIBITYEMOTO
pacTBOpa  HOO/DKHBI  COOTBETCTBOBATH
BpeMeHaM  YACp)KUBaHHs IIMKOB Ha
XpoMaTorpaMMe pacTBOpa CTaHAApPTHBIX
obpa3uoB ubympodeHa U mHapaueramosa
(paznen «KonuuecTBeHHOE
OIpeJIeNIEHUE))
3 |Average tablets weight 969.7 mg / 969.7 mr From 9409 mg to 999.1 mg
CpenHssa macca (970.0 mg £3.0 %) /
TabeTOK Or  940,9 MI 10 999,1 MT
(970,0 Mr = 3,0 %) -
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akimouenue: OJJOBPEHO

Prepared by /
[ToAroTORNEHO: “AA

Anjali Dhiman

Checked by /
[IpoBepeno: Rama Kant

Approved by: Manager/Executive/

Reprint Date:.
Hata: 22.02.2024

uod
Reprint Date: |
Hara: 22.02.2024

Ono6peHo: Menemkep / Pykooaurens
Manoj Kumar lg ;‘;éég f{

Reprint Date:
Hara: 22.02.2024

Registered Dffice: 8-2-337, Read No 3, Banjara Mills, Hyderabad - £00034, Telangana, India

Telt 481

04900 2200, F

CIN: LEG195AP1S84PLCO04507

wnvvedrreddys.com

91 40 4200 2992, Einail: mail@drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykauu®, TabeTKH, OKPLITHIE IJIEHO4HOH 06010uK0ii, 400 Mr + 325 mMr

Batch No / Cepusi Ne : V2400153

o

040002425360

Analytical Report No / Ananutn4yeckuit oTuer Ne :

Batch Quantity / O6bem naptun : 776.0 K
Date of Analysis/ lata anasiuza: 22.02.2

n"n
v

BN

Date of Manufacture / Jlata npoussogcTia : 02/2024

Date of Expiry / Cpok rogHoctn : 01/2029

Analysis performed according ND / Ananus nposeaen mo HJI: T1 N011252/01-160123

4 |Disintegration /
PacnamaemocTs

07 min 26 sec/ 07 muH 26 cek

Not more than 30 min /
He 6onee 30 Muu

5 |Dissolution /
PactBopenue

99% To 101 %

98 % to 102 %

Not less than 70% (Q) of C;3sHis0;
(Ibuprofen) after 30 min /

He wmenee 70 % (Q)
(nbympoden) yepes 30 MuH

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

He wmenee 70 % (Q)
{rr

{(napauetamon) Hepes 30 M

C13H1802

CsHoNO,

Remarks : The Product conforms to ND/
IIpumeuanue: Ilponykr coorBercTByeT TpeGoBanusam HJI

Opinion : APPROVED
3aknarouenue: OJOBPEHO

Jara: 22.02.2024

Jlara: 22.02.2024

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneHo: ' | TpoBepeno: Rama Kant Onobpeno: Menenxep / Pykosgaurens
Anjali Dhiman w Manoj Kumar X 3z ,_5 _
Reprint Date:. Reprint Date: \ Reprint Date: —

Hara: 22.02.2024
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykauu®, TabeTKH, NOKPLITHIE IIEHOYHO#H 060J104K0ii, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2400153

Batch Quantity / O6bem naprun : 776.0 Kg

040002425360

Analytical Report No / AHanuTHuecKnii oT4aer Ne :

Date of Analysis / laTa anaau3za: 22.02.2024

Date of Manufacture / llata npouzsoacrea : 02/2024

Date of Expiry / Cpox rogaocts : 01/2029

Analysis performed according ND / Ananus nposesen no HJI: I1N011252/01-160123

6 |Related substances /

0.0001%

4-aminophenol (paracetamol impurity)

PoncreeHHble IpuMecH - not more than 0.005 % /

Method 1/ Metop 1 4-amuHodero (mpuMech napaueramosia)
- He Gonee 0,005 %

Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas eIUHUYHAs IpUMeCh
(ubynpodena UMM mNapaueTamona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

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

He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITpumeuanue: [IpogykT cooTBeTcTBYET TpeboBanusaM HJI

Opinion : APPROVED
3akarwuenne: OJOBPEHO

Hara: 22.02.2024

Prepared by / A, Checked by / Approved by: Manager/Executive/
[Moaroroeneno: oV’ [IpoBepeno: Rama Kant Onobpeno: Menemxep / Pykopoauressb
Anjali Dhiman el RWd; Manoj Kumar rﬁa %!555 Iﬁ
Reprint Date:. Reprint Date: M Reprint Date:

Hara: 22.02.2024

JlaTa: 22.02.2024

Registered Cificer 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4500 2900, Fax: +01 40 4900 229¢, Email: mait@drreddys.com

CIN: L25195AP1984PLC004507
wwwdrreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6oykaun®, TaGaeTKH, MOKPLITLIE IJIEHOYHOM 060104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400153

Batch Quantity / O6bem napruu : 776.0 Kg

Analytical Report No / AnanuTuueckuii oruer Ne :
040002425360

Date of Analysis / laTa anannsa: 22.02.2024

Date of Manufacture / Jlata npouzBoactra : 02/2024

Date of Expiry / Cpok rogsocts : 01/2029

Analysis performed according ND / Ananus nposegen mo HJI: TIN011252/01-160123

[ 10 Uniformity of dosage

units /

OaHOPOIHOCTD Acceptance value (AV) should be not

JIO3UPOBAHHUs 1.5 more than 15.0 /

- Ibuprofen /ubynpocden IToxazarens npuemaeMocTd (AV) noyxkex
OBITE He Goiee 15,0

- Paracetamol/ 1.6 Acceptance value (AV) should be not

napayeTamoIt more than 15.0 /
[Toxazatens npuemiaeMoctd (AV) 1oykeH
6bITh He bosiee 15,0

11 |Microbiological purity /

Mukpobuonoruueckas

qucToTa* NA

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

microbial count / He 6onee 1000 KOE/r

Obuiee uncno

a’pOOHBIX

MUKPOOPTraHHU3MOB NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Ob1ee yucio

JIPOOKEBBIX H

[IJIECHEBBIX TpHOOB NA

c) E. coli Shall be absent in 1g / OtcyrcTBHE B
Ir

Remarks : The Product conforms to ND/

Opinion : APPROVED

Ilpumeyanne: [Ipoaykr cootBeTcTBYET TpeboBannsm HJ

3akiawdyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneHo: —t\4e8'__L ITporepeno: Rama Kant Onobpeno: Menenxep / Pykopoaureis
Anjali Dhiman A wihnd; Manoj Kumar @i
Reprint Date:. Reprint Date: v Reprint Date: *

Hara: 22.02.2024 JHata: 22.02.2024 Jara: 22.02.2024

Hydarabad - 5G0024, Telangana, India

Emeil: mall@drreddys.com
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Dr. Reddy's Laboratories 1td.
Formulation Unit-6
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoyknanH®, TabneTKH, NOKPLITHIE IIEHOYHOH 060104K0ii, 400 Mr + 325 mMr

Batch No / Cepus Ne : V2400153

Batch Quantity / O6bem naprum : 776.0 Kg

040002425360

Analytical Report No / AHasimTHueckHii oTgeT Ne :

Date of Analysis / [lata ananusa: 22.02.2024

Date of Manufacture / [lata npon3sogcrsa : 02/2024

Date of Expiry / Cpok rogaocts : 01/2029

| Analysis performed according ND / Anasins nposeaen mo HJI: [T N011252/01-160123

12 |Assay/
KonudectBeHHOE

ONpEACIICHUE

397.0 mg/397.0 mr

323.50 mg / 323.50 Mr

From 360.0 to 440.0 mg of C;3H 30,
(Tbuprofen) per tablet /

Or 360,0 mr mo 440,0 mr CisHisO;
(ubynpoden) B Tabnerke

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

Ot 292,5 mr mo 357,5 mr CsHoNO,
(mapaueramodn) B TabJETKe

13 | Package / YrakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [lo 10
Tabierok B [IBX/Al 6nuctep. 1o 1
OGnucTepy B TNauyKy KapTOHHYIO

10 tablets in PVC/AL blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / Ilo 10 tabnerok B IIBX/Al
6muctep. [lo 1, 2 wnu 20 6nucrepoB B
ayuKy KapTOHHYIO BMECTE c

BMECTe C  HHCTPYKUMEH 1O |MHCTpYKLHMEH IO NPUMEHEHHIO.
IIPUMEHEHHUIO.
14 | Labeling / MapkupoBka| According to ND. / B coorsetctBuu ¢ HL
15 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue Ilpu Temneparype He Bbiwe 25 °C.
16 | Shelf life / Cpoxk 5 years / 5 net
COIHOCTH

* 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. / IIpoBogHTCsI NpOU3BOJAMTENIEM IIPH
BBINYCKE TEPUOAMYECKH: JUTsl Kaxaoi 20-oif cepuu unun He MeHee | pasa B roa. Ilokasatens MOxeT OBITH
He BKJIIOUYEH B cepTUduKaT aHamH3a QUpMBI

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Ipoaykr cootserctByer TpeboBanuam HJI | 3akmouyenne: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[loarorosneHo: L —+TIposepeno: Ra ma Kant Onobpeno: Menemxep / PykoBonutens
Anjali Dhiman & Manoj Kumar 1L
Reprint Date:. Reprint Date: iy Reprint Date: —
Hara: 22.02.2024 Hata: 22.02.2024 Hara: 22.02.2024

Registered Gffice: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tol: #2120 5600 2000, Fax: =01 <10 4900 2692, Email: mail@drreddys.com

CING LES195AP1984PLC004507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykann®, TabaeTKH, NOKPBITHIE IVIEHOYHOH 060104K0iH, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2400153

Batch Quantity / O6bem naprum : 776.0 Kg

040002425360

Analytical Report No / Anagaruueckuii oruer Ne :

Date of Analysis / laTta ananmsa: 22.02.2024

Date of Manufacture / lata npoussoacrsa : 02/2024

Date of Expiry / Cpox rogaoctu : 01/2029

Analysis performed according ND / Anaju3s nposeaen no HJI: IT N011252/01-160123

API name (INN) /
Hanmenoanue AOC (MHH):

Ibuprofen / U6ynpoden

Paracetamol / ITapaueramon

API manufacturer batch number /
Howmep cepun nponsBoaures
ADC:

PIBM230405

0994/23-24

FP Manufacturer API Batch
number /

Howmep cepuu cy0cTaHmmMn
npousBoguTeas I'JID:

FEQA00583

FEQA00651

API Manufactured by & country /
IIponspogurens A®C, cTpana:

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

Sri Krishna Pharmaceuticals Ltd.,
India / Lllpu Kpunina
®apmacstotuxanc Jita., Uagus

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykt coorBeTcTBYET Tpebosanusam HJI

Opinion : APPROVED
3axkmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneHo: IIpoepeno: Rama Kant Onobpeno: Menemkep / PykosganTens
Anjali Dhiman ; Manoj Kumar {\-,ifamﬁ
Reprint Date:. Reprint Date: vV Reprint Date: —

Hata: 22.02.2024 Jara: 22.02.2024 Hara: 22.02.2024

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 4G 4900 2900, rax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCOD4507
www.direddys.coin




