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CEPTUOUKAT AHAJIU3A

Page 10f 6/ Crp. 1 u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoyknuH®, TabeTKH, NIOKPBIThIE NJIEHOYHOI 000,104KO#i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302069

Batch Quantity / O6bem naptun : 761.24 Kg

040002276954

Analytical Report No / Ananurnyeckuii oTyer Ne :

Date of Analysis / lata ananu3sa: 17.11.2023

Date of Manufacture / lata npon3soactsa : 10/2023

Date of Expiry / Cpok rogaoctu : 09/2028

Analysis performed according ND / Ananu3 nposeaen mo HJI: ITN011252/01-160123

Ne  |Test/ Iloka3aresb Results/ Pe3yabTaTsi 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. / Tabnetku
KancynoBUAHOH (GOPMBI, MOKPBITHIE KANCYTOBUAHOH  (QOPMBL,  1OKpPbITbIE
TUICHOYHOH 000JI0UKOH OpaHXEBOro|I[JICHOYHOH  0DONOUYKOH  OpaHkKeBOro
IBETa, C PHCKOH Ha OQHOI CTOpOHE;|L[BETA, C PUCKOH Ha OJHOH CTOpPOHE; Ha
Ha [ONEpEeYyHOM pa3pe3e — SAPO|MONEePEYHOM paspese — SApo Oenoro wiu
6enoro LBeTa. noytu 6enoro LBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[lonnuHHOCTE CooTeTcTBYET 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)HBaHHS OCHOBHBIX MHKOB
Ha Xpomarorpamme HCIIBITYEMOI0
pacTBopa  JO/DKHBI ~ COOTBETCTBOBATH
BpeMeHaM  YACpXKMBaHUS THKOB  Ha
XpomarorpaMMe pacTBOpa CTaHJAPTHBIX
obpa3uoB ubymnpodeHa H mMapaueramosa
(pazmen «KonuuecTBeHHOE
OIpeNEIIEHUE)
3 |Average tablets weight 972.7 mg/ 972.7 mMmr From 9409 mg to 999.1 mg
Cpenusist Macca (970.0 mg £+ 3.0 %)/
TabJeToK Or 940,99 wmr gmo 9991 ML
(970,0 mr £ 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Mpoaykr coorsercTByeT TpeGosanusam HJ[ | 3akmouenne: ONIOBPEHO

Preparcd by /
Ilonrorosnexo:
Parvesh Rana

4

Chccked by /
ITpoBepeno: Rama Kant
M

Approved by: Managei/Lxecutive/

Ono6peHo: Menemxep / Pykosoaurennb
anoj Kumar E i ?

Reprint Date:.
Jata: 17.11.2023

Reprint Date:
Hara: 17.11.2023

Reprint Date:
Jara: 17.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hycerabad - 500034, Telangana, India
Tel: +91 40 4900 2960, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLC004507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyknuu®, TabieTku, NOKPLIThIE J1eHOYHOH 0000uK0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2302069

Batch Quantity / O6nem naptun : 761.24 Kg

040002276954

Analytical Report No / AHasuTudeckuii oryet No :

Date of Analysis/ lara ananu3a: 17.11.2023

Date of Manufacture / [lata npouszBogcra : 10/2023

Date of Expiry / Cpok rogHocTH : 09/2028

Analysis performed according ND / Auanu3 nposenen mo HJI: ITNO011252/01-160123

4 |Disintegration /
Pacnamaemocthb

07 min 15 sec/ 07 muH 15 cex Not more than 30 min /

He 6oiee 30 MUH

5 |Dissolution /
PacTropenue

98 % To 100 %

98 % to 102 %

(Ibuprofen) after 30 min /
(ubynpoden) uepe3 30 MuH

(Paracetamol) after 30 min /

(nmapaueramon) 4yepe3 30 MUH

Remarks : The Product conforms to ND/
IIpumeuanue: [poaykt coorseTcTBYeT TpeGoBanuam HJ| | 3akmouenue: OJJOBPEHO

Opinion : APPROVED

Prepared hy /
IlogrorosneHo:
Parvesh Rana

Checked by /

L [Iposepeno: Ragj‘;a Kant

Approved by: Manager/Executive/

OnobpeHo: Menemxep / PykoBojureib
Manoj Kumar E’ é!!f é

Reprint Date:.
Hara: 17.11.2023

Reprint Date:
Hata: 17.11.2023

Reprint Date:
Hata: 17.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4500 2960, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com
CIN: L85195AP1584P1.C004507
www.drreddys.ccm

Not less than 70% (Q) of C;3His0,
He wmenee 70 % (Q) CizHisO;
Not less than 70% (Q) of CsHoNO;

He w™enee 70 % (Q) GCsHoNO;
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykauH®, TabJeTKH, IOKPbIThIE I1eHOYHOH 000104K0#, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2302069

Batch Quantity / O6bem naptun : 761.24 Kg

040002276954

Analytical Report No / AnasuTuyeckuii oTder Ne :

Date of Analysis / JlaTa ananusa: 17.11.2023

Date of Manufacture / llata npoussoactsa : 10/2023

Date of Expiry / Cpok rognoctn : 09/2028

Analysis performed according ND / Anayiu3 nposenen mo HJI: [T N011252/01-160123

IIpumevanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI

6 [Related substances / 2 4-aminophenol (paracetamol impurity)
PoncrBeHHble npuMecH 0.0002% - not more than 0.005 % /
Method 1 / Meton 1 4-amuHOGeHON (MPUMEChH NapaleTaMmoa)
- He 6onee 0,005 %
Method 2 / Metogn 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobast eAUHHYHAS IpUMeEcCh
(ubynpodeHa wuiaM mnapaueTamosia) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.06% - not more than 0.7 % /
Cymma npumeceit (Meton 1 + Meton 2)
- He 6ostee 0,7 %
9 [Water/Bona 1.5% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

3aknwyenue: OJJOBPEHO

Hara: 17.11.2023

Hata: 17.11.2023

Prepared by / Checled by / Approved by: Manager/Exeoutive/
[loaroropneno: | IIpoBepeno: Rama Kant Onobpeno: Menemxep / PykoBpanTensb
Parvesh Rana rL @L w Manoj Kumar 5 Z u_‘j

Reprint Date:. Reprint Date: Reprint Date:

Hara: 17.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

CIN: L85195AP1584PLC0O04507
www drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, tabaeTkH, NOKPLITHIE MJ1EHOYHOH 060104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302069 Batch Quantity / O6bem napruu : 761.24 Kg
Analytical Report No / Ananutudeckuii otuer Ne ; Date of Analysis / lata aHaau3a: 17.11.2023
040002276954 :

Date of Manufacture / lata npousBoacrsa : 10/2023  |Date of Expiry / Cpok rogsoctu : 09/2028

Analysis performed according ND / Anaau3 nposegen mo HJI: IIN011252/01-160123

10 |Uniformity of dosage

units /

OnHOPOJHOCTH Acceptance value (AV) should be not

JO3UPOBaHUS 1.2 more than 15.0 /

- Ibuprofen /ubynpoden [Tokazarens npuemnemocty (AV) nomxeH
ObITE He Gotee 15,0

- Paracetamol/ 1.3 Acceptance value (AV) should be not

rlapaneTamost more than 15.0 /

[TokazaTtens npuemyieMocTd (AV) noikeH
OBITE He Oonee 15,0

11 |Microbiological purity /
Mukpobuosoruieckas
yucrota*

a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
Obuiee yucno
a3pOoOHBIX
MHMKpPOOPraHu3MOB

b) Total combined Not more than 100 CFU/g/
yeasts and mould count NA He 6onee 100 KOE/r

/ Obuiee yucno
JIPOMNOKEBBIX U
MJIECHEBBIX TPHOOB

c) E. coli NA Shall be absent in 1g / OrcyTcTBHE B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITIpumeuanue: [Ipoaykrt cootseTcTByeT Tpebosanusm HJ[ | 3akmodenne: OJOBPEHO
Prepared by / p Choolcod by / Approvod by: Managor/Exooutive/
IToarorosneHo: IIpoBepeno: Rama Kant OnoGpeno: Menemkep / Pykosoaurens
Parvesh Rana - W Manoj Kumar W
Reprint Date:. Reprint Date: : Reprint Date:
Hata: 17.11.2023 Hara: 17.11.2023 Jara: 17.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 49G0 2900, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykaua®, TabieTKH, HIOKPBITHIE MJIEHOYHOI 000a04K0i, 400 Mr + 325 mr
Batch No / Cepus Ne : V2302069 Batch Quantity / O6bem napTun : 761.24 Kg
Analytical Report No / AnanuTu4yeckuii order Ne : Date of Analysis / [laTa ananu3za: 17.11.2023
040002276954
Date of Manufacture / lata npouszBoactBa : 10/2023 | Date of Expiry / Cpok roanocrn : 09/2028
Analysis performed according ND / Anaan3 nposenen mo HJI: ITN011252/01-160123
12 |Assay/ 396.2 mg/396.2 Mmr From 360.0 to 440.0 mg of C;3H;50;
KonuuectBenHOE (Ibuprofen) per tablet /
olpeseeHHne Or 360,0 mr mo 440,0 mr C;3H;30;
(ubynpoden) B TabneTke
326.00 mg / 326.00 mr From 292.5 to 357.5 mg of CsHyNO,
(Paracetamol) per tablet /
Or 292,5 mr mo 357,5 mr CsHoNO;
(napaueramon) B TabneTke
13 | Package / Ynakorka 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 6nucrep. [To 1 |6muctep. [To 1, 2 unu 20 6aucrepor B
onMcTepy B MaykKy KapTOHHYIO |MauKy KapTOHHYIO BMECTe c
BMECTE C  HMHCTPYKUMEH IO |HHCTPYKLHEH Mo NPUMEHEHHIO.
PUMEHEHHUIO.
14 | Labeling / MapxupoBka| According to ND. / B coorBerctsun ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHenune ITpu Temnepatype He Boilue 25 °C.
16 | Shelf life / Cpox S years / 5 net
TOJIHOCTH

* 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 TPOU3BOAUTENEM IPU
BbINYCKE NEPHOAMYECKU: Ui Kax ol 20-ol cepuu unu He meHee 1 paza B roa. [Tokazatenb MOXET OBITh
He BKJIIOUEH B cepTudUKaT aHam3a GupMsl

Remarks : The Product conforms to ND/
Ilpumeuanue: IIpoaykr cooTBeTcTBYyeT TpeboBaHusm HJI

Opinion : APPROVED
3akmoyenue: OJJOBPEHO

Prepared by /
IToaroronieHo:
Parvesh Rana

!

Checked by /
IIpoBepeno: Rama Kant

Do

Approved by: Manager/Executive/

Opo6peHo: Menemxep / Pykosoaurens
Manoj Kumar & 2!"’ Q

Reprint Date:.
Harta: 17.11.2023

Reprint Date:
Jara: 17.11.2023

Reprint Date:
Jata: 17.11.2023

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

CIN: L85195AP1584PLC004507
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNOyxkana®, Tab1eTKH, NOKPHIThIE NJIEHOYHOH 000/104K0i, 400 Mr + 325 mr

Batch No / Cepus Na : V2302069

Batch Quantity / O6bem naptuu : 761.24 Kg

040002276954

Analytical Report No / AHanuTH4YecKHi oT4eT Ne :

Date of Analysis / [laTta anasnuza: 17.11.2023

Date of Manufacture / lata npousBoacrsa : 10/2023

Date of Expiry / Cpok rogaoctu : 09/2028

Analysis performed according ND / Ananm3 nposenen mo HJI: [1 N011252/01-160123

API name (INN)/

Haumenosanue ADC (VIHH): Ibuprofen / M6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number /

Homep cepun npousBoguTens PIBM230355 0419/23-24, 0290/23-24
ADC:

FP Manufacturer API Batch :

number / FEQA00449 FEQA00406, FEQA00436

Homep cepun cyGeTanumun
npoussogutTess I'JId:

API Manufactured by & country /
IIpouspogutens ADC, ctpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTus
®apma Caitencus Jlumuten,
WUunus

Sri Krishna Pharmaceuticals Ltd.,
India / llpu Kpuiuxa
®apmacsrotukanc Jita., Uuaus

Remarks : The Product conforms to ND/
ITpumeuanne: HponykT cooTBeTcTBYET TpeboBanusam HJL

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IloaroroBneHo:
Parvesh Rana

ﬁ

Checked by /
[TpoBepeno: Rama Kant

Rt

Approvod by: Managor/Exooutivo/
OnobpeHo: Menemxep / PykoBoauTens
Manoj Kumar

Reprint Date:.
Hara: 17.11.2023

Reprint Date:
Hara: 17.11.2023

Reprint Date:
Jara: 17.11.2023

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

CIN: L85195AP1584PLC0OD4507
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