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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
UO6YyKiAHH®, TabNeTKH, NOKPLIThIe MNJIeHOYHOH 060104K0ii, 400 Mr + 325 Mr

Batch No / Cepna Ne : V2301150

Batch Quantity / O6bem napTun : 75545 Kg

040001949418

Analytical Report No / AnannTayeckuii oTyer Ne ;

Date of Analysis / JlaTa ananusa; 12.07.2023

Date of Manufacture / [lata nponseojacrsa : Jun.2023

Date of Expiry / Cpok rognocrn : May.2028

Analysis performed according ND / Auamus nposeaen mo HJL: 1 N011252/01-160123

Ne |Test/ IokasaTeanb Results/ PeayabTaThl Specification”/ Hopma
1 |Description/ Onucanme |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. / TaGnerku
Kancy/ioBHAHOK (OPMBI, MOKpBITHIE KANCYNIOBULHOK  QOPMB,  IOKPbBIThIE
NNEHOYHOM 060NouKOil OpaHXeBOro|IUIEHOYHOH  000MOYKOH  OpaHXXeBOro
BETA, C PUCKO} Ha OHOW CTOPOHE;|L(BETa, C PUCKOK Ha OJHOM CTOpOHE; Ha
Ha [OMepeYHOM paspese — SAPO|monepedHoM paspese — sapo 6enoro unn
Genoro 1BeTa. noytu 6enoro LBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
TToamHHOCTD 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 yAep>XHBaHUA OCHOBHBIX TIUKOB
Ha  XpOMaTorpaMme  HCIIBITYEMOro
pacTBopa  HOMKHBI  COOTBETCTBOBATH
BpeMeHaM  YEPXKHBaHHMs TIMKOB HA
XpOMATOrpaMMe pPacTBOpa CTaHAAPTHBIX
obpazuor ubynpodeHa u mapaueramona
(pazmen «KonuuecTBeHHoe
OMpENEIEHHEY)
3 |Average tablets weight 968.4 mg / 968.4 mr From 9409 mg to 9991 mg
CpenHss Macca (970.0 mg+3.0 %) /
Tabnerox Or 9409 wmMr Jgo 999,1 wmr
(970,0 mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeyanue: [IpoayKT COOTBETCTBYET TpeBOBAHUAM HJT | 3akmouenne: OMOBPEHO

Prepared by /
[ToarotoBneHo:
Pravesh Rana <

-
N T

\

Checked by /
[TpoeepeHo: Pardeep Kumar

=

Approved by: Manager/Executive/

Opnobpeno: Menemxep / PykoBoauTeNb

Amit Kuinar f\w-;\ e o
fi‘_ )

g~

Reprint Date:.
Jata: 12.07.2023

Reprnt Date:
Jara: 12.07.2023

Reprint Date:
Hata: 12.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6y kaun®, Tab.aeTKH, NOKPLITHIC NIEHOYHOH o6os104Koii, 400 mr + 325 mr

[Batch No / Cepusi Ne : V2301150

Batch Quantity / O6bem mapTuu : 755. 45 45Kg |

 Analytical Report No / AHaJuTHYecKuii oT4eT No :
040001949418

{Date of Analysis / aTa anasusa: 12, 07.2023

Date of Manufacture / /lata nponssogerna : Jun.2023

Date of Expiry / Cpok ropsocts : May.2028

Analysis performed according ND / Anaaus nposenen no HJI: IT N011252/01-160123

4

Disintegration /
PacnagaemocTtsb

08 min 04 sec/ 08 muu 04 cek

Not more than 30 min /
He 6onee 30 MuH

Dissolution /
PacrsopeHve

99 % To 101 %

99 % to 103 %

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

He MEHEee 70 % (Q) Clsl'{lst
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) of CsHyNO,
(Paracetamol) after 30 min/
He menmee 70 % (Q)

(napauetamon) depe3 30 MUH

CsHoNO»

Remarks : The Product conforms to ND/
Ipumeuaune: [poaykr coorBeTcTByeT TpeboraHuam HII

Opinion : APPROVED
3akmoyenne: OJOBPEHO

Hara: 12.07.2023

Hara: 12.07.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[loaroTosnexo: MpopepeHno: Pardeep Kumar | Omo6perno: Meuemkep / PyxoBonurens
Pravesh Rana | L Amit Kumar A

/ I [
Reprint Date:. Reprint Date: Reprint Date:

Jara: 12.07.2023

Registared Qffice: 8:2-337, Rnad Nin R, Ranjara Hills, Hyrlerahad - SNN34, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
[ A6yicaun®, Ta6aeTKH, NOKPLITHIE L1eHOYHOii 000.104KOI, 400 mr + 325 mr

Batch No / Cepua Ne : V2301150 Batch Quantity / OGbem napTiy : 75545 Kg

. Analytlcal Report No / AHanuTHUeCKHI oTdeT N2 : Date of Analysis / JlaTta anaansa: 12.07. 2023
040001949418
Date of Manufacture / [ata npoussoacrsa : Jun.2023 [Date of Expiry / CpoKk roxHoCTH : May.2028

Analysis performed according ND / Auasus nposesen no HJI: [T N011252/01-160123

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

PozcTBeHHblE IPHMECH 0.0003% - not more than 0.005 % /

Method 1 / Meton 1 4-amuHodeHon (IpUMech apalueTamona)
- He 6onee 0,005 %

Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas elUHNYHAs pUMeECh
(ubynpotdeHa WnM napaleTtamosia) - He
Gonee 0,3 %

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

Cymma npumeceii (Metog 1 + Merton 2)
- He 6onee 0,7 %

9 |Water/ Bona 1.5% Not more than 5.0 %/
He 6onee 5.0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [Iponykr cooteeTctayer Tpebopanuam HII | 3awmodenne: OJOBPEHO
Prepared by / N Checked by / Approved by: Manager/Executive/
IloarotoBneno: é ITposepeHo: Pardeep Kumar | Opno6peHo: Menemxep / PykoBoauTens
Pravesh Rana - ef,; Amit Kumar ‘[A\_w AT
Reprint Date:. Reprint Date: Reprint Date:
Harta; 12.07.2023 Hara: 12.07.2023 JHata: 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: L85195AP1384PLC0O04507
www.drreddys.com
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- [Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabieTKH, NOKPbITLIE NIeH0YHOoH 060/104K0it, 400 mr + 325 mr

Batch Quantltv/ O0BbeM napTun : 755. 45 1 Kg

Batch No / Cepus Ne : V2301150
| Analytical Report No / AHaiuTHueckuii oTaer Ne :
040001949418

Date of Analysis / JlaTa ananu3a: 12.07.2023

Date of Manufacture / JlaTa npouszsogersa : Jun.2023

Date of Expiry / Cpox roaunocri : May.2028

Analysis performed according ND / Anaan3 npoeaes no HJI: [T NOI 1252/01-160123

10 |Uniformity of dosage ~
units /
1OnHopoaHOCTE Acceptance value (AV) should be not
| mozupoBaHms 2.0 more than 15.0 /
1- Tbuprofen /u6ynpoden [Tokasatens npuemMneMoct (AV) nomkeH
6biTh He Gonee 15,0
- Paracetamol/ 2.5 Acceptance value (AV) should be not
napaneTamos more than 15.0 /
Tokasarens npuemaeMoctu (AV) nomken
6nITL He Gonee 15,0
11 |Microbiological purity /
Mukpobuonorudeckas
yHcToTa*
a) Total aerobic NA Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O6wee yucno
a’poBHbIX
MHKPOOPraHH3MOB
NA
b) Total combined Not more than 100 CFU/g /
yeasts and mould count He 6onee 100 KOE/r
/ Ob11ee Yyucno
APOXIKEBBIX U
NJIECHEBLIX IPHUOOB NA

¢c) E. coli Shall be absent in lg / OtcyrcTBHE B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED

M pumeuanue: IIpoaykT cooTBetcTByeT Tpefosanuam HJI | 3axmouenue: ONOEPEHO

Prepared by /
IlogrotoBneHo:
Pravesh Rana (‘E

Checked by /

Approved by: Manager/Executive/

IIposepeHo: Pardeep Kumar | Ogobpeno: Menemkep / PykoBoauTens

Amit Kumar & N

o

—/-_

Reprint Date:.
Hata: 12.07.2023

Reprint Date:

Hata: 12.07.2023

Reprint Date:
Mara: 12.07.2023

Reglstered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product: Ibuclin, film-coated. tablets, 400 mg + 325 mg
Hoyxaun®, Tabiaerkn, NOKPhITHIE MLIeI04HO0H 000,104K0H, 400 Mr + 325 mr ..
Batch No / Cepust Ne : V2301150 -l APy ~|Batch Quantity / O6bem maptan: 75545 Kg '
Analytical Report No / AnannTnueckni orser N : Date of Analysis / {aTa ananusa: 12.07.2023 |
040001949418
Date of Manufacture / lata npon3ssoactsa : Jun.2023  |Date of Expiry / Cpok roguocts : May.2028
Analysis performed according ND / Anaaus nposegen mo HJI: ITN011252/01-160123
12 |Assay/ 392.4 mg/392.4 mr - |[From 360.0 to 440.0 mg-of C;3H30:
KonuuecTpeHHoe (Ibuprofen) per tablet /
onpejeneHue Ot 360,0 mr mo 440,0 mr C;3H;30;
(nbynpoden) B TabneTke
331.85 mg/331.85 mr JFrom 2925 to 357.5 mg of CgHoNO,
(Paracetamol) per tablet /
Ot 292,5 Mr po 357,5 mMr CgHoNO,
(napaneramosn) B Tabnerke
13 | Package / YnakoBka 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. / ITo 10 |[in a carton. / ITo 10 Tabnerokx B [IBX/Al
tabnerox B [IBX/Al 6nucrep. ITo 1  |6nucrep. Tlo 1, 2 wnu 20 6aucrepos B
6nuctepy B Nayky KapTOHHYIO |mayky KapTOHHYIO BMECTE c
BMECTE C  HHCTPYKUHEH 1O |HHCTPYKIUEH IO IPUMEHEHHUIO.
NPUMEHEHHIO.
14 | Labeling / MapkupoBka| According to ND. / B cootBercTBuy ¢ HJL.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHenue I1pu Temnepatype Be Boie 25 °C.
16 | Shelflife / Cpox S years / 5 net
TONHOCTH

* 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 NMPOU3BOAUTENEM NPU
BBITTYCKE NEPUOJMYECKH: Ans Kaxaoi 20-0i cepun Uiy He MeHee 1 pasa B ro. Ilokasarens MOXeT ObITh
HE BKJIOYEH B CEPTU(UKAT aHaN13a QUPME]

Remarks : The Product conforms to ND/
TIpameuanue: [TpoaykTt coorBeTcTBYeT TpeboBanuam HJJ

Opinion : APPROVED
3akmiovenue: OJJOBPEHO

Prepared by /
IloaroroBneHo: .
Pravesh Rana

i -
a—

Checked by /
ITposepero: Pardeep Kumar

Approved by: Manager/Executive/
Oaobpeno: Menepxep / Pyxosoaurens
Amit Kumar

st

[ N
|

Reprint Date:.
Jara: 12.07.2023

Reprint Date:

Ilara: 12.07.2023

Reprint Date:
JaTta: 12.07.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaus®, Tab1eTKH, MOKPHITLIE N1eHOYHOH 060.10%Ko0ii, 400 Mr + 325 Mr

Batch Quantity / O6bem mapTu : 755.45 Kg

Batch No / Cepunt Ne : V2301150

040001949418

Analytical Report No / AnannTudeckuii otyer Ne

Date of Analysis / JlaTa ananuza: 12.07.2023

Date of Manufacture / laTa npon3goactsa : Jun.2023

Date of Expiry / Cpox roanocts : May.2028

Analysis performed according ND / Ananu3 nposegen no H/I: ITNOIL 1252/01-160123

API name (INN) /
Haumenosaune APC (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [Tapaueramon

API manufacturer batch number /
HoMmep cepuu npoH3BOAHTENS
ADC:

PIBM230101

1306/22-23

FP Manufacturer API Batch
number /

Howmep cepun cy6cTanumu
npoussoguTens IJID:

FEQAO00185

FEQA00187

API Manufactured by & country /
Mpouszsogutens ADPC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DkTHB
®apwma Caiterncns Jlumnren,

HUuaus

Sri Krishna Pharmaceuticals Ltd.,
India / IlIpu Kpuurna
®apmacsiotukaic JIta., Uaaus

Remarks : The Product conforms to ND/
Npumeuanune: [Ipoaykr coorsercTByeT TpeboBanusm HJT

Opinion : APPROVED
3axmoyenue: OJOBPEHO .

Hara: 12.07.2023

Jara: 12.07.2023

Prepared by / _ Checked by / Approved by: Manager/Executive/
IMoaroroeneHo: L IIposepeno: Pardeep Kumar | Ono6GpeHo: Menemxkep / Pykosonuresns
Pravesh R “b " Amit Ki L

ravesh Rana : [ ) it Kumar (&,\”/”
Reprint Date:. Reprint Date: Reprint Date: l

JHara: 12.07.2023

Negiatarcd Office: 8 2 137, Noad Na. 3, Banjara 11ils, tiydarabad 500024, Talangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




