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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Page10of 6/ Crp.1m36

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykanu®, TabneTKH, MOKPBIThIE NJIEHOYHOH 000/104K0i#, 400 mr + 325 mr

Batch No / Cepns Ne : V2400039 Batch Quantity / O6bem napthu : 765.0 Kg
Analytical Report No / AHanuTHyeckuii oTueT No : Date of Analysis / J/IaTa ananusa: 06.02.2024
040002411754

Date of Manufacture / [lata mpousBoactsa : 12/2023 | Date of Expiry / Cpok roanoctu : 11/2028

Analysis performed according ND / Ananu3 nposeaen mo H/I: [1 N011252/01-160123

Results/ Pe3yabTaThl Specification / Hopma

@9 Test / Iloka3aTenn
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. ./ Tabnetku|core at the cross-section. / Tabnerku
KarncyJOBUAHOW (DOPMbI, IOKpPBITHIE|KANCYJOBHAHOH  (GOPMBI,  ITOKPBIThIE
TUIEHOYHOH 000JI0UKOH OpaH)XXeBOro|IJieHOUHOH  00O0JIOUKOH  OpaHXEBOro
L[BETa, C PHCKOM Ha OJNHOM CTOpOHE;|l[BETa, ¢ PUCKOHW HA OJHOH CTOpPOHE; Ha

Ha TIOMEPEYHOM pa3pe3e — SJIpO|MomnepeyHoM paspese — siapo Oenoro wiu

Henoro 1BeTa. o4ty 6eJoro 1BeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IToan1HHOCTD 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) /

Bpemena ynepxuBaHUs OCHOBHBIX NHMKOB
Ha Xpomarorpamme HCIIBITYEMOTO
pacTBopa  HOKHBI  COOTBETCTBOBATh
BpeMEHaM  yAEep)XKMBaHHWs [MHKOB Ha
XpoMaTorpaMMe pacTBOpa CTaHAapTHBIX
obpasnoB udbynpodeHa u mMapaleramona

CpenHssg Macca

(pazzen «KonuuectBeHHOE
onpeJieIEeHue»)
3 |Average tablets weight 974.0 mg / 974.0 mMr From 9409 mg to 9991 mg

(970.0 mg £ 3.0 %) /

TabJeToK Or 940,9 wmr gmo 9991 Mr
(970,0 Mr + 3,0 %)

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Ipoaykr cootserctyet Tpebosanusm HJI | 3akmodenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
IToaroTosieHos [Tpoepeno: Santgsh Kumar | Omnobpeno: Menemxep / PykosoanTens
Ranjeet Maurya S Manoj Kumar bl mﬁu
Reprint Date:. Reprint Date: Reprint Date: A
Hara: 06.02.2024 Hara: 06.02.2024 Hara: 06.02.2024
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Page 2 of 6/ Crp. 2 u3 6

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, Tab6eTKH, IOKPBITHIE IUIEeHOYHO# 000J10uKoii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2400039 Batch Quantity / O6bem mapTuu : 765.0 Kg
Analytical Report No / Ananurnyecknii oTyer Ne : Date of Analysis / laTta anamm3a: 06.02.2024
040002411754

Date of Manufacture / JIata nponssoacrsa : 12/2023  |Date of Expiry / Cpok rognoctn : 11/2028

Analysis performed according ND / Anann3 nposenen mo HJI[: TTN011252/01-160123

” 4 |Disintegration / 06 min 28 sec/ 06 MmuH 28 cex  |Not more than 30 min /
Pacnanaemocts He 6onee 30 Mun
5 |Dissolution / 99% To 102 % Not less than 70% (Q) of Ci3HisO;
PacTBopeH#ue (Ibuprofen) after 30 min /
He wmenee 70 % (Q) CisHisO
(ubynpoden) uepes 30 MuH
99 % to 101 % Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wmenee 70 % (Q) GCsHoNO,
(napaneramon) yepes 30 MUH
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Tpoaykr cooTseTcTBYET TpeboBanuam HJJ | 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[ToarororieHo: IIposepeno: Santq&h Kumar | Ono6peno: Menemxkep / Pykosoanrens
Ranjeet Maurya 5 Manoj Kumar M :
Reprint Date:. Reprint Date: Reprint Date: )
Hara: 06.02.2024 Jara: 06.02.2024 Jlara: 06.02.2024
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabJeTKH, NOKPbITHIE MJIeHOYHOoI 060/104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400039

Batch Quantity / O6bem maptun : 765.0 Kg

040002411754

Analytical Report No / AnanuTuyeckuii oTuer No :

Date of Analysis / /lata ananunsza: 06.02.2024

Date of Manufacture / Jlata npouspoacrsa : 12/2023

Date of Expiry / Cpok roanoctu : 11/2028

Analysis performed according ND / Ananu3 nposenen mo H/I: [1N011252/01-160123

6 |Related substances /

0.0003%

4-aminophenol (paracetamol impurity)

PoncteenHbie npumecu - not more than 0.005 % /
Method 1/ MeTop 1 4-amuHO(eHON (MPUMECH N1apaleTamoa)
- He Oonee 0,005 %
Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas eNIMHUYHAs NPUMECH
(ubynpodena unu mnapaueramosia) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /
Cymma npumeceii (Mertoa 1 + Meton 2)
- He Honee 0,7 %
9 |Water/Bona 1.6% Not more than 5.0 % /

He 6omee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipogykt cooTBeTcTByeT TpebGoBanusm HJI

Opinion : APPROVED
3aknwuenne: OJOBPEHO

Prepared by / @/ Checked by / Approved by: Manager/Executive/
[ToaroroBneHo: ITposepeno: Santosh Kumar | Onobpeno: Menemxep / Pykosogurensb
Ranjeet Maurya T Manoj Kumar ,M“],mtﬁ

i ey

Reprint Date:.
Hara: 06.02.2024

Reprint Date:
JHara: 06.02.2024

Reprint Date:
Jlata: 06.02.2024




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

Page 4 of 6 / Crp.4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauH®, Tab/ieTKy, NOKPbIThIE MJIEHOYHOH 060104uK0ii, 400 mMr + 325 mr

Batch No / Cepus Ne : V2400039

Batch Quantity / O6bem naptuu : 765.0 Kg

040002411754

Analytical Report No / AHaiuTH4yeckuii oryer Ne :

Date of Analysis / /lata ananusa: 06.02.2024

Date of Manufacture / JaTta npou3soacrsa : 12/2023

Date of Expiry / Cpok roanocts : 11/2028

Analysis performed according ND / Anamu3 nposeaen no HJ/{: [T N011252/01-160123

10 |Uniformity of dosage

units /

OaHOPOAHOCTD Acceptance value (AV) should be not

JIO3UPOBAHUS 1.7 more than 15.0 /

- Ibuprofen /u6ynpoden [Tokazarens npuemnemoct (AV) foykeH
ObITh He Oonee 15,0

- Paracetamol/ 1.7 Acceptance value (AV) should be not

napaueTamont more than 15.0 /
[Tokazarens npuemnemoctu (AV) nomxeH
ObITH HE Oonee 15,0

11 |Microbiological purity /

Mukpobuonoruyeckas

qucToTa*

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

microbial count / NA He 6onee 1000 KOE/r

O61ee yucio

a3poOHBIX

MUKPOOPraHH3MOB

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

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

/ Ob1uee unucno

JIPOKOKEBBIX U

TUIECHEBBIX TPHOOB

c) E. coli NA Shall be absent in lg / OtcyTcTBHE B

1r

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykr cootBeTcTBYET TpebosaHusaM HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Hara: 06.02.2024

Hata: 06.02.2024

Prepared by / @ Checked by / Approved by: Manager/Executive/
lloarorosieHo: IlpoBepeno: Santosh Kumar | Onobpeno: Menemxkep / Pykosoauteib
Ranjeet Maurya &) Manoj Kumar v )

Reprint Date:. Reprint Date: Reprint Date: —

Jata: 06.02.2024
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

PageSof 6/ Ctp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaua®, TabsieTKH, NOKPbITHIE NJ1eHOYHOH 060/109K0i, 400 Mr + 325 mr
Batch No / Cepust Ne : V2400039 Batch Quantity / O6bem naptun : 765.0 Kg
Analytical Report No / AHanuTHYecKHi# oTyeT Ne : Date of Analysis / /lara ananusa: 06.02.2024
040002411754
Date of Manufacture / /lata npon3soacrsa : 12/2023  [Date of Expiry / Cpok rognoctu : 11/2028
Analysis performed according ND / Anaau3 nposeaen mo HJ{: 1 N011252/01-160123
12 |Assay/ 400.3 mg /400.3 mr From 360.0 to 440.0 mg of C;3H;50;
KonuuectBeHHOE (Tbuprofen) per tablet /
OIlpefielIEHHe Ot 360,0 mr pmo 440,0 mr C;3His0;
(ubynpoden) B Tabnerke
325.32 mg/325.32 mr From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
Ot 292,5 mr pmo 357,5 mr CgHoNO;
(napaneTramon) B TabeTke
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. / Tlo 10 |in a carton. / [To 10 Tabnerok B [IBX/Al
tabnerok B [IBX/Al 6auctep. [To 1 |6mucrep. Ilo 1, 2 umn 20 6nuctepoB B
OnucTepy B Na4YKy KapTOHHYIO |Mauky KapTOHHYIO BMecTe c
BMECT€ C  HHCTPYKLUMEH N0 |MHCTPYKLHEH IO NPUMEHEHHIO.
NPUMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B cootBerctBuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C./
XpaHeHue Ipu Temnepatype He BbIe 25 °C.
16 | Shelf life / Cpoxk 5 years /5 ner
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. / [IpoBoguTCs npou3BoaUTENEM NPU
BBIMIYCKE MEPUOAUYECKH: I Kaxaoi 20-oif cepun uiu He meHee | paza B rox. [lokazaTens MOXeT OBITh
He BKJIFOYEH B cepTUUKAT aHamu3a QUpMBI

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

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / - Checked by / Approved by: Manager/Executive/
[Toaroroenexo: ITpoBepeHno: Sa@t;{,h Kumar | Onobpeno: Menemxep / PykoBogurens
Ranjeet Maurya — Manoj Kumar [ gEéEEE 1 ,
Reprint Date:. Reprint Date: Reprint Date:

Hara: 06.02.2024 Hata: 06.02.2024 Hata: 06.02.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Page 6 of 6 / C1p. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykauH®, TadlieTKH, NOKPBITHIE IJIEHOYHO# 060104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400039

Batch Quantity / O6bem naprun : 765.0 Kg

040002411754

Analytical Report No / Anaautuyeckuii oTuer Ne :

Date of Analysis / lata ananu3a: 06.02.2024

Date of Manufacture / Jata npousBoacrsa : 12/2023

Date of Expiry / Cpok rognoctn : 11/2028

Analysis performed according ND / Ananu3s nposened mo H/I: [T N011252/01-160123

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

Ibuprofen / U6ynpoden

Paracetamol / [Tapaueramon

API manufacturer batch number /
Homep cepun npou3BoaHTeIst
ADC:

PIBM230402

0927/23-24

FP Manufacturer API Batch
number /

Homep cepuu cyocTaHIUH
npou3Boauteas I'JID:

FEQAO00581

FEQAO00601

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

Solara Active Pharma Sciences
Limited, India / Conapa 3kTuB
®apma CaiieHcus Jlumuren,
Nupus

Sri Krishna Pharmaceuticals Ltd.,
India / Illpu Kpuina
®dapmacbrotukanc JIta., Muous

Remarks : The Product conforms to ND/
IIpumeyanue: [IpoaykT coorBeTcTBYET TpeboBaHusaM HJT

Opinion : APPROVED
3axkmwuenue: OJIOBPEHO

Prepared by / @ : Checked by / Approved by: Manager/Executive/
[Tonrorosneno: ITposepeno: Santosh Kumar | Ono6peno: Menemxep / Pykosogutens
Ranjeet Maurya LT Manoj Kumar ! ;_Lﬁ
Reprint Date:. Reprint Date: Reprint Date:

Hata: 06.02.2024 Harta: 06.02.2024 Hara: 06.02.2024




