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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykann®, TabaeTKH, NOKPBITHIE MJIEHOYHOI 060104K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2400055

Batch Quantity / O6sem naptuu : 765.6 Kg

040002412495

Analytical Report No / AHanuTHYecKuii oT4eT No @

Date of Analysis / lata ananmsa: 06.02.2024

Date of Manufacture / JaTa npoun3BoacTsa : 12/2023

Date of Expiry / Cpok rogsoctu : 11/2028

Analysis performed according ND / Anann3 nposeaen no HJI: [ N011252/01-160123

Ipumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanusm HJI

No  |Test / ITokazaTesib Results/ Pe3yabTaTsl 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../  TaGnerku|core at the cross-section. / Tabnerku
KancyJnoBUIHOW (GOpPMBI, MOKPHITHIE|KANCYNOBUAHOH  (GOPMBI,  TOKPBITHIE
TUIEHOYHOM 060JIOYKOH OpaHXEBOro |NJACHOYHOH  00ONOYKOH  OpaHXEeBOro
L[BETa, C PUCKOH Ha OJHOH CTOpOHE;|LBETa, C PUCKOW Ha OJHOH CTOpOHE; Ha
Ha [ONEepEeyHOM pa3pe3e — SIPO|MOIEPEYHOM paspese — siApo Oenoro wiu
6enoro uBerta. no4Tu 6eoro 1BeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[TomnuHHOCTH CooTBeTcTBYyET 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)XHBaHHS OCHOBHEIX ITHKOB
Ha xXpomarorpamme HCIIBITYEMOTO
pacTBopa  JO/KHBI  COOTBETCTBOBATb
BpEMEHaM  YAEpXWUBaHUS IMKOB Ha
XpoMarorpaMMe pacTBOpa CTaHAAPTHBIX
obpaszuioB ubynpodeHa u mapaieramorna
(paznen «KonuuecTBeHHOE
OINPENCIICHUEY)
3 |Average tablets weight 970.4 mg/ 970.4 mMr: From 9409 mg to 9991 mg
Cpennsis macca (970.0 mg £+ 3.0 %) /
TabJIeTOK Or 940,9 wmMr go 999,1 MI
(970,0 mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmouenune: OJJOBPEHO

Prepared by / (3~

Checked by /

Approved by: Manager/Executive/
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wyy drreddys.com

IToarorosneHo: ITpoeepeno: Santosh-Kumar | Ono6peno: Menemkep / PykoBoaures
Ranjeet Maurya e Manoj Kumar Mandis t
Reprint Date:. Reprint Date: Reprint Date:
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6yknun®, Tab1eTKH, NOKPBIThIE MJIeHOYHOH 000104K0i, 400 mr + 325 mr

Batch No / Cepusi Ne : V2400055 Batch Quantity / O6bem mapruu : 765.6 Kg
Analytical Report No / Asanutnyeckuii oTuer Ne : Date of Analysis / lata ananusa: 06.02.2024
040002412495

Date of Manufacture / lata npousBojctsa : 12/2023  |Date of Expiry / Cpok roanocty : 11/2028

Analysis performed according ND / Anaau3 nposeaen mo HJI: [T N011252/01-160123

4 |Disintegration / 07 min 11 sec/ 07 mun 11 cek  |Not more than 30 min /
Pacnanaemoctb He 6onee 30 Mun

5 |Dissolution / 98% To 102 % Not less than 70% (Q) of Ci3HisO;
PacTBopeHne (Touprofen) after 30 min /

He MEHEE 70 % (Q) C13H1802
(ubynpoden) uepes 30 MUH

99 % to 104 % Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /

He wmenee 70 % (Q) CsHoNO;
(nmapaueramon) uepe3 30 MUH

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [Tpoaykr cootBeTcTBYyeT Tpebopanuam HJl | 3axmovenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[MoaroToBneHo" [IpoBepeHo: Santoﬁmar Onobpeno: Menemxep / PykoBogurens
Ranjeet Maurya \ Manoj Kumar &E;" Lj
Reprint Date:. Reprint Date: Reprint Date: -
Jarta: 06.02.2024 Hata: 06.02.2024 Jlara: 06.02.2024
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxann®, TabieTkH, OKPHITHIE JIEHOYHOH 0601049K0it, 400 mr + 325 mr

Batch No / Cepust Ne : V24000

55 Batch Quantity / O6bem naptuu : 765.6 Kg

Analytical Report No / AHaanTHYecKMii oTder Ne :

040002412495

Date of Analysis / JlaTa ananu3sa: 06.02.2024

Date of Manufacture / lata npon3sogctsa : 12/2023

Date of Expiry / Cpok rogsocts : 11/2028

Analysis performed according ND / Anasn3 nposesen mo HJI: I N011252/01-160123

6 |Related substances /

0.0003%

4-aminophenol (paracetamol impurity)

PoncrBeHHbIE TPUMECH - not more than 0.005 % /
Method 1/ Mertop 1 4-amuHOGEeHON (IpUMech NapaleTamona)
- »e 6onee 0,005 %
Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas eIMHUYHad PUMECh
(uOynpodeHa unu napaueramona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /
Cymma npumeceit (Metox 1 + Merog 2)
- He boiee 0,7 %
9 |Water/Bona 1.5% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoaykt coorBercTByeT TpeGosanusm HJ[ | 3akmodenue: ONIOBPEHO
Prepared by / @/ Checked by / Approved by: Manager/Executive/
[ToarororneHo: IMposepeno: Santogh Kumar | Ono6peno: Menemxep / PykosoauTens
Ranjeet Maurya 5 Manoj Kumar .‘n-:ﬂmj’
Reprint Date:. Reprint Date: Reprint Date: —
Jara: 06.02.2024 Hara: 06.02.2024 Hata: 06.02.2024
Pegistered Office: 3-2
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauH®, Ta61eTKH, NOKPBIThIE IJIeHOYHOH 060/104K0i, 400 mr + 325 mr

Batch No / Cepus Ne : V2400055

Batch Quantity / O6bem naptun : 765.6 Kg

Analytical Report No / Ananurndyeckuii order Ne :
040002412495

Date of Analysis / /laTa ananu3za: 06.02.2024

Date of Manufacture / lata npon3BoacTsa : 12/2023

Date of Expiry / Cpok rognocts : 11/2028

Analysis performed according ND / Anannu3 nposegen no HJI: 1 N011252/01-160123

10 |Uniformity of dosage

units /

OnHOPOOHOCTB Acceptance value (AV) should be not

JO3UPOBAHHUS 1.0 more than 15.0 /

- Ibuprofen /ubynpocden ITokasarens npuemaeMoct (AV) fomkex
OBITH He Ooee 15,0

- Paracetamol/ 1.0 Acceptance value (AV) should be not

napaneTamort more than 15.0 /
[Mokasarens npuemieMoctid (AV) noybkeH
ObITH He Ooee 15,0

11 [Microbiological purity /

Muxpobuonoruyeckas

yuctoTa*

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

microbial count / NA He 6onee 1000 KOE/r

Ob61uee yucno

a’pOOHBIX

MHUKPOOPraHH3MOB

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

yeasts and mould count NA He 6onee 100 KOE/r

/ Obuiee yucno

JPOAOKEBBIX U

IUICCHEBBIX rpUbOB

¢) E. coli NA Shall be absent in l1g / OTcytcTBUE B

1r

Remarks : The Product conforms to ND/

IIpumeuanue; [IpoaykT cooTBeTcTBYET TpeboBaHusam HJI

Opinion : APPROVED
3akmouenne: OJIOBPEHO

i Lef

Hata: 06.02.2024

Hara: 06.02.2024

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneHo: [TpoBepeHo: Santos&l(umar Ono6peHo: Menemxep / Pykorogurens
Ranjeet Maurya }{, Manoj Kumar ?l
Reprint Date:. Reprint Date: Reprint Date:

Hata: 06.02.2024
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CEPTUOPHUKAT AHAJIM3A

Page Sof 6/ C1p. 5 n3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauH®, TabaeTKH, NOKPBITHIE INIEHOYHOH 060104K0ii, 400 Mr + 325 mr
Batch No / Cepust Ne : V2400055 Batch Quantity / O6bem napruu : 765.6 Kg
Analytical Report No / AHanuTH4YecKuii oT4eT No : Date of Analysis / laTa ananuza: 06.02.2024
040002412495
Date of Manufacture / lata nponsBoacrsa : 12/2023  [Date of Expiry / Cpok roanoctn : 11/2028
Analysis performed according ND / Ananau3 nposegen no HJ{: ITN011252/01-160123
12 |Assay/ 398.0 mg /398.0 mr From 360.0 to 440.0 mg of C;3sH;30;
KonnuecTBeHHOE (Ibuprofen) per tablet /
omnpezeeHue Or 360,0 mr mo 440,0 mr Ci3His0;
(ubynpoden) B Tabnetke
325.09 mg / 325.09 mr From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
Or 292,5 mMr gno 357,5 mr CsHoNO,
(mapaneramod) B TabJeTke
13 | Package / YnakoBka 10 tablets in PVC/AI 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. / [To 10 Tabnerox B [IBX/Al
tabnetok B [IBX/Al 6nuctep. [To 1 |6nuctep. [To 1, 2 unu 20 6aucrepoB B
6nMcTepy B MNayKy KapTOHHYIO |mauky KapTOHHYIO BMeECTe c
BMeCTe C  MHCTPYKIHEH MO0 |HHCTPYKUMEH MO MPUMEHEHHIO.
NPUMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B cootBetctBru ¢ H]I.
15 | Storage conditions / At temperature not more than 25 °C./
XpaHeHue ITpu Temnepatype He Bbile 25 °C.
16 | Shelflife / Cpoxk 5 years / 5 ner
r'OJTHOCTH

* 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. / [IpoBoagnuTCs TPOU3BOAUTENEM TPH
BBINYCKE MEPUOAUYECKH: AMs Kaxaoi 20-oi cepuu uiu He MeHee | pa3a B roa. [okazaTenb MOXKET OBITh
He BKJIIOYEH B CEpTH(UKAT aHaTn3a GUPMBI

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT coorBercTBYeT TpeboBanusm HJI

Opinion ;: APPROVED
3akmwuenne: OJJOBPEHO

Jara: 06.02.2024

Hara: 06.02.2024

Prepared by / C_Q/ Checked by / Approved by: Manager/Executive/
[ToarorosneHo: ITposepeno: Santosh Kumar | Ogo6peno: Menemkep / PykoBoanTens
Ranjeet Maurya ﬁ-@ Manoj Kumar 'hﬂ ;ij,-
Reprint Date:. Reprint Date: Reprint Date:

Hara: 06.02.2024
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CEPTUDPUKAT AHAJIN3A
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Page 6 of 6 / Ctp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOoykanu®, Ta6/eTKH, IOKPBITHIE JIEHOYHOH 000104K0#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400055

Batch Quantity / O6bem naptuu : 765.6 Kg

040002412495

Analytical Report No / Ananurudecknii oTdeT N :

Date of Analysis / laTa anaauza: 06.02.2024

Date of Manufacture / JlaTta npon3Boactsa : 12/2023

Date of Expiry / Cpok rogsocTH : 11/2028

Analysis performed according ND / Ananu3 nposeaed mo HJI: I N011252/01-160123

API name (INN) /
Haumenopanue A©C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [Tapaueramon

Homep cepuH NpoH3BOAUTENS
ADC:

API manufacturer batch number /

PIBM230402

0927/23-24

FP Manufacturer API Batch
number /

Homep cepun cybcTaHIHR
npoussoautens I'JI1P:

FEQA00581

FEQA00601

Hpoussoaurtens APC, crpana:

API Manufactured by & country /

Solara Active Pharma Sciences
Limited, India / Conapa DkTuB
®dapma Caiiencus Jlumuren,

Unnus

Sri Krishna Pharmaceuticals Ltd.,
India / Illpu Kpuwna
®apmackrotukanc JIta., Uanus

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanue: [TpoaykT cooTBercTByeT Tpebosanusm HJI | 3akmodenue: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBnexo: [IpoBepeHo: Sant/olsj\:l)Kumar Ono6peno: Menemxep / PykoBogureib
Ranjeet Maurya == Manoj Kumar , ,,ﬁ
Reprint Date:. Reprint Date: Reprint Date: —
Jara: 06.02.2024 Hata: 06.02.2024 Jara: 06.02.2024
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