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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page10of6/Ctp. 1136

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxauu®, Ta6IeTKH, OKPbIThIE I1eHOYHOi 000/109K0#, 400 mMr + 325 Mr

Batch No / Cepus Ne : V2400257

Batch Quantity / O6wem mapTu : 769.25 Kg

Analytical Report No / AnanuTu4eckuii otder Ne :
040002445281

Date of Analysis / lata anaauza: 11.03.2024

Date of Manufacture / Jlata npoussoacrsa : 02/2024

Date of Expiry / Cpok rognoctn : 01/2029

Analysis performed according ND / Ananu3 nposeaex mo HJI: TIN011252/01-160123

ITpumeuanue: ITpoaykt coorBercTByeT TpeboBaHUsAM HJI

Ne  [Test / IlokazaTesn Results/ PesyabTaTsl Specification / Hopma
1 |Description/ Onucanne |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. / Tabnerku
KarcyJoBUAHOM (OPMBl, MOKPBITHIE|KANCYNIOBUAHOH  (GOPMBI,  ITOKPBITBIC
IJIEHOUHOM 060JI0YKOH OpaHkKEeBOro|MNEeHOUHOH  000NOUKOH  OpaHKeBOro
1IBETa, C PUCKOM Ha OJHOW CTOPOHE;|lBETa, C PUCKOM Ha OIHOHW CTOpOHE; Ha
Ha [ONMEpPeYHOM paspe3e — SIAPO|MONEpedHOM paspese — AApo Genoro uiu
Oenoro 1BeTa. noyTH 6eNoro LBeTA.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[TopuHHOCTD 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) /
BpeMmeHa yep)XUBaHUSI OCHOBHBIX ITHKOB
Ha Xpomarorpamme HCTIBITYEMOI0
pacTBopa  JODKHBI ~ COOTBETCTBOBATh
BpEMEHAM  yIepXHBaHUS IHMKOB Ha
XpoOMaTorpaMMe pacTBOpa CTaHIApTHBIX
obpasiioB ubynpodeHa U mnapaneramona
(paznen «KonuuecTBeHHOE
OTIpEACIICHUE)
3 |Average tablets weight 972.5 mg/972.5 mMr From 9409 mg to 9991 mg
CpenHss Macca (970.0 mg £ 3.0 %) /
TabJIETOK Or 940,99 wmMr gmo 999,1 MT
(970,0 Mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akawuenne: OJOBPEHO

Jara: 11.03.2024

Hara: .11.03.2024 -

Prepared by / Checked by / Approved by: Managgr/Executive/
[TonrotosneHo: Ankit HpOBepeHo R /u::t“ Onobpeno: Menemxgp / Pykospantess

% o @‘uﬁ Abhishek Chauhan u
Reprint Date:. L Reprint Date: Reprint Datc: = '

JlaTa: 11.03.2024
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HoyknuH®, TabeTku, NOKPHIThIE JIeHO4YHOIH 06004K0i#, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2400257

Batch Quantity / O6bem naptuu : 769.25 Kg

040002445281

Analytical Report No / AHanuTH4eckuii oTyet Ne :

Date of Analysis / Jlara ananu3sa:

11.03.2024

Date of Manufacture / /lata npoussoacrsa : 02/2024

Date of Expiry / Cpok rogHoctn

: 01/2029

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

4 |Disintegration /
Pacnamaemocts

06 min 24 sec / 06 muH 24 cekx

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
Pacrpoperie

98% To 103 %

99 % to 103 %

Not less than 70% (Q) of Ci3Hi50,
(Thuprofen) after 30 min /

He w™enee 70 % (Q)
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He w™enee 70 % (Q)
(napaneramon) depes 30 MUH

Ci3H 502

CsHoNO,

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykt coorBeTcTByeT TpeOoBanusamM HJI

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/

[ToaroroBneno: Ankit m HpOBepeHo R OnobpeHo: Meu‘enxce%/ Pykosoaurens
- Zﬁ“ fpcll_ Abhishek Chauhan

Reprint Date:. = Reprint Date: Reprint Date: [

Hata: 11.03.2024 Harta: .11.03.2024 - Harta: 11.03.2024
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyknnu®, TabieTkH, NOKPbITHIE NJ1€HOYHOIH 000104K0M, 400 mr + 325 mr

Batch No / Cepust Ne : V2400257

Batch Quantity / O6bem maptun : 769.25 Kg

040002445281

Analytical Report No / Ananurudeckuii oruyer Ne :

Date of Analysis / lata ananusa: 11.03.2024

Date of Manufacture / /lata npousBoactsa : 02/2024

Date of Expiry / Cpok roguoctn : 01/2029

Analysis performed according ND / Ananu3 nposenen nmo HJ/I: I1 N011252/01-160123

6 |Related substances /

0.0001%

4-aminophenol (paracetamol impurity)

Ilpumeuanue: [Ipoaykr coorBercTByeT TpeboBanusim HJL

PoncrBentble npumecn - not more than 0.005 % /

Method 1/ Meton 1 4-amunodeHon (npumech napaueTaMmosa)
- He 6onee 0,005 %

Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas eIMHUYHAs NPUMECH
(nbynpodeHa unM mapaieTamosia) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.03% - not more than 0.7 % /
Cymma npumeceit (Meron 1 + Meton 2)
- ue 6onee 0,7 %
9 |Water/Bozna 1.4% Not more than 5.0 %/
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akawuenune: OJOBPEHO

Hara: 11.03.2024

Hara: .11.03.2024

Jata: 11.03.2024

Prepared by / Checked by / Approved by: Managet/Executive/

[TonrotosieHo: Ankif! [Tposepeno: Rampa Kant Ono6peHo: Menenxefy / PyKOBOf(HTenb
/Aﬂ A %dﬂ/ Abhishek Chauhan |

Reprint Date:. L~ Reprint Date: Reprint Date:
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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, Ta0JeTKH, NOKPbIThIE MJIEHOYHOI 0060/109K0#H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400257

Batch Quantity / O6bem naptuu : 769.25 Kg

Analytical Report No / AsanutHyeckuii oryer No :
040002445281

Date of Analysis / Jlata ananu3za: 11.03.2024

Date of Manufacture / lata npoussojctsa : 02/2024

Date of Expiry / Cpok roguocts : 01/2029

Analysis performed according ND / Anaju3 nposeaen mo HJI: TIN011252/01-160123

¢) E. coli

10 |Uniformity of dosage

units /

OnHOPOAHOCTh Acceptance value (AV) should be not

JI03UPOBaHUs 1.8 more than 15.0 /

- Ibuprofen /ubynpogen [Tokazarenp npuemacMocTd (AV) 10KeH
ObITh He Oosiee 15,0

- Paracetamol/ 1.8 Acceptance value (AV) should be not

napaueTamolt more than 15.0 /
[MTokasatens npuemieMocTi (AV) nomkeH
OBITH He Goee 15,0

11 |Microbiological purity /

Mukpobuosoruueckas

yucrora* NA

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

microbial count / He 6onee 1000 KOE/r

O6uiee vucno

a’poOHBIX

MHUKPOOPraHU3MOB NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Obuiee uucno

JPOMOKEBBIX U

TNJIeCHEBbIX rpUOOB NA

Shall be absent in lg / OtcyTcTBUE B
Ir

Remarks : The Product conforms to ND/
Ilpumeuanue: [Iponykrt coorBercTByeT TpeboBanuiM HJI

Opinion : APPROVED
3akmoyenne: OIOBPEHO

Prepared by /

Checked by /

Approved by: Managef/Executive/

Hara: 11.03.2024

Jara: .11.03.2024 -

[Toprotoeneno: Ankit/y | I[IpoBepeno: Rama Kant Onobpeno: Menemuxep / PykoBginteb
A d ﬁ: oM Abhishek Chauhan
Reprint Date:. L Reprint Date: |~ Reprint Date:

Hata: 11.03.2024
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CEPTUDOUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
No6ykanu®, TabieTKH, NOKPbIThIE MJIEHO4HOI 0001049K0#H, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400257

Batch Quantity / O6nem naptuu : 769.25 Kg

040002445281

Analytical Report No / AnajsuTndeckuii order Ne :

Date of Analysis / JlaTa ananusa: 11.03.2024

Date of Manufacture / Jlata npon3soacrsa : 02/2024

Date of Expiry / Cpok rogsoctu : 01/2029

Analysis performed according ND / Anann3 nposeaed mo H/{: ITN011252/01-160123

12 |Assay/

OrnpeaciacHue

KonnyecTBeHHOE

399.8 mg/399.8 Mr

326.61 mg/ 326.61 mr

From 360.0 to 440.0 mg of C;3H;50;
(Ibuprofen) per tablet /

Or 360,0 mMr mo 440,0 mr Ci;sHis0:
(ubynpoden) B TabneTke

From 292.5 (o 357.5 mg of CsHoNO,
(Paracetamol) per tablet /

Or 292,5 mr mo 357,5 mr CsHoNO,
(maparieramon) B TabJIeTKE

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [lo 10
tabserok B [IBX/Al 6nuctep. Io 1

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / [To 10 tabnerox B [IBX/Al
6nucrep. Ilo 1, 2 wiu 20 6nUCTEPOB B

OnucTepy B Mayky KapTOHHYIO |[auKy KapTOHHYIO BMECTE c
BMECT€ C  MHCTpYKUMEeH 1O |MHCTpYKLHMEN 10 NPUMEHEHUIO.
IPUMEHEHHUIO.

14 | Labeling / Mapkuposka

According to ND. / B cootBerctBuu ¢ HJI.

XpaHeHue

15 | Storage conditions /

At temperature not more than 25 °C. /
ITpu Temneparype He Boile 25 °C.

TOAHOCTH

16 | Shelflife / Cpok

5 years / 5 ner

* 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. / IIpoBoxaTCs TPOM3BOAUTENEM NPU
BBINYCKE MEPUOJMYECKH: IUIsl kaxaoi 20-oif cepun win He MeHee 1 pasa B rof. IToxazatens MOXxeT ObITh

He BKJIIOYEH B CEPTU(UKAT aHATH3a QUPMBI

Remarks : The Product conforms to ND/

ITpumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBanusam HJI

Opinion : APPROVED
3aknroueHue: OlIOBP_EHO

Prepared by /
IloarorosieHo: Anki/
A

Checked by /

ITposepeno: R Kan
Bt

Approved by: Managgr/Executive/
Ono6peno: Menemkgp / Pykogoaurens

Abhishek Chauhan
Roprint Date:. L Reprint Date: i Reprint Date: ]
Jara: 11.03.2024 Jarta: .11.03.2024 - Hara: 11.03.2024
Registered Office: 8-2-337, Roag e, 3, Banjara Hill i, Telangana, Indip

L3 A0AC00 2900, F

[
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CERTIFICATE OF ANALYSIS e

CEPTUOHUKAT AHAJIM3A

Page 6 of 6 / Cp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyknuu®, TabieTKH, NOKPbIThie MJIEHOYHOH 060104K0#, 400 mr + 325 mr

Batch No / Cepust Ne : V2400257

Batch Quantity / O6bem naptuu : 769.25 Kg

040002445281

Analytical Report No / AHaauTH4yeckuii oTyer No :

Date of Analysis / /lata ananusa: 11.03.2024

Date of Manufacture / lata npoussoacrsa : 02/2024

Date of Expiry / Cpok roguoctn : 01/2029

Analysis performed according ND / Ananus nposesen mo HJ: [1N011252/01-160123

API name (INN) /

Haumenosanue ADC (MHH): Ibuprofen / I6ynpoden Paracetamol / Ilapaneramon
API manufacturer batch number /

Homep cepuu npon3BoAHTENsA PIBM230456 4593/23-24

ADC:

FP Manufacturer API Batch

number / FEQA00656 FERA00002

Homep cepuu cyOocTaHuuH
npousBoauTess I'JID:

API Manufactured by & country /
IIpousBogutesr ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
®apma Caitencus Jlumuren,
Uunus

Sri Krishna Pharmaceuticals Ltd.,
India / lpu Kpumna
®apmackrotukaic Jita., Uuaus

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoaykT coorBercTBYeT TpeboBaHusaM HJ|

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/

[ToaroroBnexo: Ankit HpOBepeHO Ram OnobpeHo: Meuemx? / PyKQBOIUTEb
A m Abhishek Chauhan ?

Reprint Date:. L~ Reprint Date: V Reprint Date: L

Jara: 11.03.2024 Hara: .11.03.2024 - JHara: 11.03.2024




