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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moyxanu®, TableTKH, NOKPbLITHIE JIeHo4YHol 060n04Koii, 400 mr + 325 mr

Batch No / Cepust Ne : V2301254 Batch Quantity / O0bem mapTom : 765.450 Kg
Analytical Report No / Anagnraueckuii ordyer Ne : Date of Analysis / {aTa anamuza: 09.08.2023
040002027136

Date of Manufacture / Jlata nponssoacrsa : 07/2023 | Date of Expiry / Cpok roaHocTs : 06/2028

Analysis performed according ND / AHanu3 mpoBe/ieH 1o HJI: TIN011252/01-160123

Ne |Test/IlokasaTean 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. / TaGneTku
KAIICYJTOBHIHOH (OPMBL, MOKPHITHIE KANCYIOBHIHOHN ¢opMBl,  TOKPBITHIE
[JICHOYHOM 0BONOYKON OpaHXEBOIO|[UIEHOUHOH  ODOJIOYKOH — OpPaHKEBOro
LIBETa, C PUCKOI Ha OJIHOM CTOPOHE; LBETA, C pUCKOM Ha OIHOH CTOpOHE; Ha

Ha T[OMEPEYHOM paspe3e — AApo|MONEepPeyHoOM paspese — AIpo Oenoro UM

6eoro 1{BeTA. noutH 6esoro 1BeTAa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[loaTMHHOCTD CoOoTBeTCTBYET 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)KHUBaHUSI OCHOBHBIX NHKOB
Ha XpoMarorpamme HCMEBITYEMOTO
pacTBopa  JOJDKHBl ~ COOTBETCTBOBAThH
BpEMEHaM  YIEpXKHBaHUsi IMHKOB Ha
XpoMaTorpamMme pacTBOpa CTaHJapTHBIX
obpaszuos ubynpodeHa U mapaneramona

(paznen «KonmiecTBeHHOE
onpejeneHie)
3 |Average tablets weight 970.7 mg / 970.7 Mr From 940.9 mg to 9991 mg
Cpenusst macca (970.0 mg = 3.0 %) /
TabJeTOK Or 940,9 wMr go 999, MT
(970,0 mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanne: [Ipoykr cootseTcTBYyeT Tpebosanuam HJI | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[ToarotoBieHo: Ipoeepeno: Santosh Kumar | Ono6peno: Menemiep / PykoBoaUTENb
Pardeep Kumar QL’ Maurya Q_;[L__, Abhishek ChauhanL
Reprint Date: Reprint Date: Reprint Date:
Hara: 09.11.2023 Jara: 09.11.2023 Jara: 09.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85155AP1984PLC004507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MO6ykauH®, Ta6/IeTKH, NOKPbIThIE ILIEHOYHOH 000/104KO0#H, 400 mr + 325 mr

Batch No / Cepusa Ne

: V2301254

Batch Quantity / O6bem naptuu : 765.450 Kg

040002027136

Analytical Report No / AHanuTHYeckuii oTuer No :

Date of Analysis / lata anannsa: 09.08.2023

Date of Manufacture / lara npoussogctsa : 07/2023

Date of Expiry / Cpok roguocts : 06/2028

Analysis performed according ND / Ananns nposeaen no HJL: T1N011252/01-160123

4 |Disintegration /
Pacnagaemocts

05 min 57 sec/ 05 muH 57 cex

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
PacrsopeHne

100 % To 102 %

99 % to 102 %

Not less than 70% (Q) of Ci3Hiz0;
(Tbuprofen) after 30 min /

He wmemee 70 % (Q)
(ubympoden) uepes 30 MuH

Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wmemee 70 % (Q)
(mapaueramon) yepe3 30 MUH

CizHisO2

CsHoNO»

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorsercTByeT Tpedopanusam HJI

Opinion : APPROVED
Zaxmouenue: OJJOBPEHO

Prepared by /
[ToaroroBieHoO:

Pardeep Kumar z

Checked by /
IMposepeHo: Santosh Kumar

Maurya (_g:

Approved by: Manager/Executive/

Ono6peHo: Menemxep / PykoBoauTensb
Abhishek ChauhanL \

Reprint Date:
Hara: 09.11.2023

Reprint Date:
Hata: 09.11.2023

Reprint Date:
Jara: 09.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykann®, TabaeTkH, NOKPLITLIE IIEHOYHOH 000.104K0ii, 400 mMr + 325 mr

Batch No / Cepus Ne : V2301254

Batch Quantity / O6bem mapTuu : 765.450 Kg

040002027136

Analytical Report No / AHajqnTHYecKui oT4eT No :

Date of Analysis / laTa anammza: 09.08.2023

Date of Manufacture / Jlata nponzsoacrsa : 07/2023

Date of Expiry / Cpok roguoeru : 06/2028

Analysis performed according ND / Ananu3s npoesen no HJL: TIN011252/01-160123

6 |Related substances /

0.0001%

4-aminophenol (paracetamol impurity)

PoncreeHHbBIE NPUMECH - not more than 0.005 % /

Method 1/ Mertog 1 4-amuHodeHON (TpUMECh NTAPALIETAMOIA)
- He 6onee 0,005 %

Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIro6as eIUHIYHAsI IPHMECH
(ubynpodeHa wiM TnapaleTamolna) - HE
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.04% - not more than 0.7 % /
Cymma npumeceii (Meton 1 + Meron 2)
- ve 6onee 0,7 %
9 |Water/Bopa 1.5% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBeTcTBYeT TpedoBanusm HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Jara: 09.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarotorneHo: IMTpoBepeno: Santosh Kumar Ono6peno: Menemkep / PykoBoaurenb
Pardeep Kumar QI,_ Maurya Abhishek Chauhan | \

\
Reprint Date: Reprint Date: Reprint Date: o ‘

Jata: 09.11.2023

Harta: 09.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyknuH®, TabeTKH, NOKPHITHIE IIeHO4HO# 000104uK0H, 400 mr + 325 mr

Batch No / Cepus Ne : V2301254

Batch Quantity / O6bem naptun : 765.450 Kg

Analytical Report No / AnannTHueckuii oTyer No :
040002027136 -

Date of Analysis / JlaTa ananun3za: 09.08.2023

Date of Manufacture / lata mpousBoacrsa : 07/2023

Date of Expiry / Cpok roanocru : 06/2028

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

¢) E. coli

10 |Uniformity of dosage
units /
OnHopooHOCTh Acceptance value (AV) should be not
JIO3UPOBaHHUS 2.8 more than 15.0 /
- Ibuprofen /ubynpoden Iokazarens npuemueMocty (AV) OokeH
6bITE He H6oJiee 15,0
- Paracetamol/ 2.9 Acceptance value (AV) should be not
napaneramoln more than 15.0 /
INokazarens mpuemMneMocTd (AV) nomkeH
ObITh He Honee 15,0
11 |Microbiological purity /
Miuxpo6uonoruueckas
yucroTa*
a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
Ob1iee gucno
a3poOHBIX
MHKPOOPTaHH3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Obiee yucio
JIPOMOKEBBIX U
IJIECHEBBIX TpHOOB NA

Shall be absent in 1g / OrcyrcTBHE B
Ir

Remarks : The Product conforms to ND/
TIpumeuanue: [TpoaykT cooTeeTcTBYET Tpebopanusm HJI | 3akmodenue: OIOBPEHO

Opinion : APPROVED

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosineHo: ITpoeepeno: Santosh Kumar Omo6peno: Meneykep / PykoBoaurens
Pardeep Kumar Qf{ Maurya CE/\ Abhishek Chauhz&d \

— f— g
Reprint Date: Reprint Date: Reprint Date:
Hara: 09.11.2023 Jlata: 09.11.2023 Jara: 09.11.2023

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
N6yxkanu®, Tab/IeTKH, HOKPHITHIE IJIEHOYHOH 060/104K0H, 400 Mr + 325 MI
Batch No / Cepus Ne : V2301254 Batch Quantity / O6bem maptun : 765.450 Kg
Analytical Report No / AHanuTHYecKHii oTyeT No : Date of Analysis / [lata ananu3sa: 09.08.2023
040002027136
Date of Manufacture / Jlata npoussogcrsa : 07/2023  |Date of Expiry / Cpok roanocru : 06/2028
Analysis performed according ND / Ananu3 nposenen nmo HJI: I N011252/01-160123
12 |Assay/ 387.1 mg/387.1 mr From 360.0 to 440.0 mg of Ci;3sHis0,
KonuuectBenHnoe (Ibuprofen) per tablet /
onpezeneHue Or 360,0 mr mo 440,0 mr C;3H;50,
(ubynpoden) B Tabnerke
314.25 mg/314.25 mMr From 292.5 to 357.5 mg of CgHoNO,
(Paracetamol) per tablet /
Or 2925 mr mo 357,5 mr CsHoNO,
(napaneramorn) B TabneTke
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 Tabnerok B JIBX/Al
tabnerok B [IBX/Al 6nuctep. [To 1 |Gmuctep. ITo 1, 2 unu 20 6muctepoB B
OmMcTepy B MAyKky KApTOHHYIO |[adKy KapTOHHYIO BMECTE c
BMeCTE C  HMHCTpyKUuedl IO |MHCTPYKUHEH IO IPUMEHEHHUIO.
IIPUMEHEHHUIO.
14 | Labeling / Mapxuposka| According to ND. / B cootsetcTBuu ¢ HI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHUe ITpu Temneparype He Beuue 25 °C.
16 | Shelf life / Cpox 5 years /5 net
rOJIHOCTH

* 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. / [IpoBoIUTCS MPOU3BOAUTENEM MPH
BBIIYCKE TIEPHOJMYECKH: JUIs KKAo# 20-0if cepuu win He MeHee 1 pasa B rofl. [Tokasaresnb MOXeET ObITh
HE BKJIIOYEH B cepTHOHKAT aHanu3a GupMbI

Remarks :

The Product conforms to ND/
IIpumeuanue: ITpoaykT coorBeTcTBYET TpeboBanusam HJJ

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /
[ToxgroroeneHo:
Pardeep Kumar

=l

Checked by /
[TpoBepeHo: Santosh Kumar

Maurya Qj’:‘

Approved by: Manager/Executive/

OnobpeHo: Meuegkep / PykoBoautens
Abhishek Chauha;&d

Reprint Date:
Hara: 09.11.2023

Reprint Date:
Jara: 09.11.2023

Reprint Date:
Hata: 09.11.2023

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

CIN: L85195AP1984PLC0O04507
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, TablieTKH, NOKPbITHIE NIEHOYHOH 060/104K0H, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2301254

Batch Quantity / O6bem maptuu : 765.450 Kg

040002027136

Analytical Report No / Ananutuuyeckuii otuer Ne :

Date of Analysis / laTa ananuza: 09.08.2023

Date of Manufacture / lata npoussoactsa : 07/2023

Date of Expiry / Cpok rogHocTn : 06/2028

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

API name (INN) /

Hanvenosanue AOC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Taparieramon
API manufacturer batch number /

Homep cepuu nponssoauTes PIBM230150 5046/22-23

ADC:

FP Manufacturer API Batch

Ll FEQA00218 FEQA00190

Howmep cepun cyGcTannuu
npousBoautes I'JIM:

API Manufactured by & country /
IIpouszBogurean ADC, ctpana:

Solara Active Pharma Sciences
Limited, India / Conapa SxTuB
®apma Caiiencus Jlumures,
Hugus

Sri Krishna Pharmaceuticals Ltd.,
India / Hlpu Kpuina
Gapmacerotukanc JIta., Muaus

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykTt coorBeTcTByeT TpeboBanuam HJI

Opinion : APPROVED
3aknouyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneHo: [Tpoeepeno: Santosh Kumar Ono6peHo: Menemkep / PykoBonutens
Pardeep K M ishek C \

ardeep Kumar Qf;/. aurya (WA Abbhishe C‘hauha;& \
Reprint Date: Reprint Date: Reprint Date: = \
Jara: 09.11.2023 Jata: 09.11.2023 Jara: 09.11.2023
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