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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, TableTky, NOKpLITHIE IMIeHO4YHO 060a09kKoii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2400413

Batch Quantity / O6wem mapruu : 776.0 Kg

040002463707

Analytical Report No / Ayanuruyeckui otuer Ne :

Date of Analysis / laTa ananuza: 28.03.2024

Date of Manufacture / /lara npousroacrsa : 02/2024

Date of Expiry / Cpok roanocrs : 01/2029

Analysis performed according ND / Ananu3 nposegen mo H/I: IT N011252/01-160123

IIpumeyanmue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJT

No | Test/ IoxazaTens Results/ PesyabTaTst 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. / TaGierku
KamncyJOBHAHOH (OpPMBI, MOKpBITHIE|KANCYIOBHAHOH  (GOPMBI,  IOKPBLITHIE
MJIEHOYHOH 000JNI0YKOH OpaHXKEBOTO |IIEHOYHOH  ODONOYKOH  OpaHXeBoro
LiBeTa, C PHCKON Ha ONHOH CTOPOHE;|lBeTa, C PUCKOH Ha OJHON CTOpOHE; Ha
Ha TIOTEPEYHOM pa3pe3e — SApO|IIONEpeuHOM pa3pese — AApo Genoro iy
6eroro ueTa. noutH 6esoro 1geTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[TomnHHHOCTD CooTrercTBYET 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 ynepxuBaHUs OCHOBHBIX ITHKOB
Ha Xpomarorpamme HUCIIBITYEMOrO
pacTBOpa  JOJKHEI  COOTBETCTBOBATH
BpeMeHaM  YAEpXXHUBAaHHS TIHKOB  Ha
XpOMaTorpaMMe pPacTBOpa CTAHJAPTHBIX
obpasnoB ubynpodeHa W mnapaueramona
(pasnen «HonrecTneIos
ONpeAcNeHuey)
3 |Average tablets weight 974.0 mg/ 974.0 mr From 9409 mg to 999.1 mg
Cpennsa Macca (970.0 mg+3.0%)/
Tabnerok Or 9409 wMr mo 999, MT
(970,0 mr £ 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axmovenne: OJJOBPEHO

Prepared by /
TMogrororneno; Nitin

Sharma = )

Checked by /
Tlposepero: Santosh Kumar
Maurya ’

Lo

Onobpeno: Menemkep / PykoBoaurens
Abhishek Chauhan

Approved by: Mana g?riExccutivef

Reprint Date:.
Hara: 28.03.2024

Reprint Date:
TaTa: 28.03.20724

Reprint Date:
JlaTa* 28 13 2N?24
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6ykmn®, Tabierky, NOKPbITHIE ILIeHOY R0 000104Koii, 400 mr + 325 Mr

Batch No / Cepust Ne : V2400413

Batch Quantity / O6nbem naptuu : 776.0 Kg

040002463707

Analytical Report No / AHaauTHuecknii oT4er Ne :

Date of Analysis / lara ananu3a: 28.03.2024

Date of Manufacture / [laTa nponzsoacrsa : 02/2024

Date of Expiry / Cpok rogroctH : 01/2029

Analysis performed according ND / Ananus nposesen mo HJI: TI NO1 1252/01-160123

4 IDisintegration /
Pacnamaemocts

07 min 23 sec/ 07 MuH 23 cex

Not more than 30 min /
He Gosee 30 MuH

5 |Dissolution /
Pacreopcrnc

95 % To 99 %

96 % to 103 %

Not less than 70% (Q) of Ci3H;30,
(Thuprofen) after 30 min /

He MEHEee 70 % (Q) Cl}HmOz
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /

He wmenee 70 % (Q) CsHoNO,
(mapaueTamosn) yepes 30 MUH

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpogykr cooTBeTcTBYET TpeboBanmam HJI

Opinion : APPROVED
3awmouenue: OJJOBPEHO

Tara: 28.03.2024

Hara: 28.03.2024

Prepared by / Checked by / Approved by: Manager/Executive/
[oaroTosaeno: Nitin IIpoBepeHo: Santos(}?’(umar Onobpeno: Menemxep / PyRQBOAHTENE
Sharma 'V Maurya e Abhishek Chauhan (\

Reprint Date:. Reprint Date: Reprint Date: X

Tata: 28.03.2024
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CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A

Page30of6/Ctp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyicann®, Tabnerky, NoOKpPbITHIE NJACHOYHOI 00onoukoii, 400 mr + 325 Mr

Batch No / Cepus Ne : V2400413

Batch Quantity / O6nem naptun : 776.0 Kg

040002463707

Analytical Report No / Ananutuyeckuii oTuer Ne :

Date of Analysis / JlaTa anann3a: 28.03.2024

Date of Manufacture / lata npon3soacrta : 02/2024

Date of Expiry / Cpok roarocts : 01/2029

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

6 |Related substances /

Method 1/ Meton 1

PoacrBeHHble IPHMECH 0.0001%

4-aminophenol (paracetamol impurity)
- not more than 0.005 % /

4-amuHodeHoN (IpUMech napaneTamMoria)
- He 6oiee 0,005 %

IIpumeuanne: [Ipoaykr coorpercTyet TpebosanusaM HJI

Method 2 / Metog 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jobas eAUHUYHAs NpUMeCk
(ubynpodeHa MM nNapaueramona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /
Cymma npumeceii (Meton 1 + Metoz 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

3axuuenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manafer/Exccutive/
Iloarotoeneno: Nitin Ilpoeepeno: Santosh Kumar Onobpeno: Menemidp / Pykogoaurens
Sharma \1-4—\/ Maurya Abhishek Chauhan o \
Reprint Date:. Reprint Date: ¢ Reprint Date: \

Jara: 28.03.2024 Hara: 28.03.2024 Hara: 28.03.2024
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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIA3A

Page4 0f 6/ C1p. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Uoyknun®, Tabnerku, NOKpLITHIE ILTEHOYHOI 060104%K0i, 400 Mr + 325 mr

Batch No / Cepus Ne ; V2400413 Batch Quantity / O6bem naptun : 776.0 Kg
Analytical Report No / Auanutudeckni otyer No : Date of Analysis / [Iata anannsa: 28.03.2024
040002463707

Date of Manufacture / lara nponssoacrsa : 02/2024 | Date of Expiry / Cpox roasoct : 01/2029

Analysis performed according ND / Ananus nporeaen mo HJI: 1 N011252/01-160123

10 |Uniformity of dosage

units / :

ORHOPOAHOCTD Acceptance value (AV) should be not

JIO3UPOBAHUS 1.2 more than 15.0 /

- Ibuprofen /moynpoden I lokasarenb npueMieMocTd (AV) nomken
65ITH He Gonee 15,0

- Paracetamol/ 1.1 Acceptance value (AV) should be not

napaueramon more than 15.0 /

IMoka3atens npueMiaeMocTd (AV) foJkeH
6pITE He Gonee 15,0

11 |Microbiological purity /
Muxpobuonoruieckas

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

microbial count / NA He 6onee 1000 KOE/r
O611ee YHCHO
a’po6HBIX
MHKpPOOPTaHH3MOB

b) Total combined NA Not more than 100 CFU/g /
yeasts and mould count IIc 6omnce 100 IKOL/r

/ Ob1ee unucno
[IPOMNKEBBIX H
IJIECHEBBIX rPUBOB

c) E. coli NA Shall be absent in 1g / OrcytcTBHE B
lr
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [IpogykT cooTBeTcTBYET Tpebopanusam HJ[ | 3akatouenne: ONJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
IMoaroToBneHo: Nitin IpoBepeHo: Santa’sh Kumar | Onobpeno: Mene,ma%mso IUTEINE
Sharma O Maurya 1 Abhishek Chauhan | :
Reprint Date:. Reprint Date: Reprint Date: -
Hara: 28.03.2024 Ilara: 28.03.2024 Jara: 28.03.2024
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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJTA3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxkann®, TabieTku, NOKPLITHIE IIEHOYHOH 060/104K0i, 400 Mr + 325 mr
Batch No / Cepua Ne : V2400413 Batch Quantity / O6vem naptuu : 776.0 Kg
Analytical Report No / AnanuTudeckui oraer No Date of Analysis / IaTa anaansa: 28.03.2024
040002463707
Date of Manufacture / Jata npouasojicrea : 02/2024  |Date of Expiry / Cpoxk roanoctn : 01/2029
Analysis performed according ND / Auaaus nposegen mo HJI: TI N011252/01-160123
12 |Assay/ 394.1 mg/394.1mr From 360.0 to 440.0 mg of C;3H;0;
KonnuecTseHHOE (Ibuprofen) per tablet /
onpejesieHHe Or 360,0 Mr mo 440,0 mr Ci3HiOs
(#6ynpodien) B TabneTke
322.96 mg/ 322.96 mMr From 2925 to 357.5 mg of CgHsNO;
(Paracetamol) per tablet / ;
Or 2925 mr mo 357,5 mr CsHoNO.
(napaueramon) e Tabnerke
13 | Package / YnakxoBka 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 [IBX/Al
tabnerok B [IBX/Al 6nucrep. ITo 1 |6nucrep. Io 1, 2 uma 20 6nucTepos B
6nHMcTepy B nadky KapTOHHYIO |Mauyky KapTOHHYIO BMECTE G
BMECTe C  MHCTPYKUHEWH N[O |WHCTPYKUHEH MO NPUMEHEHHUIO.
IPHMEHEHHUIO.
14 | Labeling / Mapkuposka| According to ND. / B cooteerctauu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C./
XpaHeHne Ilpu Temueparype He Boiwe 25 °C.
16 | Shelf life / Cpox 5 years /5 ner
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. / IIpoBoaHTCS NPOU3BOAUTENEM NPH
BBIYCKE NMEPHOAHYECKU: Ul Kakaoi 20-oif cepuH HIIH He MeHee 1 pasa B rox. [Toxa3arens MOXeT ObITh
He BKJIIOUEH B cepTHHKaT aHanu3a QUpMbL

Remarks : The Product conforms to ND/
ITpumeuanne: IIponykt coorercTByeT TpeboBanuam H/L

Opinion : APPROVED
3akmoyenue: OJOBPEHO

Jara: 28.03.2024

Prepared by / Checked by / Approved by: Mangpger/Executive/
[loxrorosneHo: N{T\in [Tporepeno:; Santosh Kumar OnobpeHo: Meric_.rxS@/ PyxoBoauTens
Sharma x~—>—" | Maurya (¢ Abhishek Chauhan \

Reprint Date:. Reprint Date: Reprint Date: ™

Jara: 28.03.2024

Hara: 28.03.2024




Dr.Reddy’s Q;

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxnun®, Tabrerks, NOXPhIThIE IVIEHOYHOI 060s104uKoii, 400 mr + 325 Mr

Batch No / Cepus Na : V2400413 Batch Quantity / O6bem napruu : 776.0 Kg
Analytical Reporft No / AnanuTudeckuii oryer No : Date of Analysis / JlaTa ananmusa: 28.03.2024
040002463707

Date of Manufacture / lata nponssogersa : 02/2024  |Date of Expiry / Cpok roguocts : 01/2029

Analysis performed according ND / Anann3 nposeaen mo HJI: [1N011252/01-160123

API name (INN)/
Hanvenosarme AGC (MHH): Ibuprofen / Ubynpoden Paracetamol / Hapaue'rayon

API manufacturer batch number /
Homep cepun npoH3BoguTenst A-4909, A-4910 4594/23-24
ADC:

FP Manufacturer API Batch

number / FERA00013, FERA00014 FERA00003
Howmep cepun cy6cTaHIIHH

npousBoauTesns I'JID:

I0L Chemicals and Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Pharmaceuticals Limited, India/ | India / lpu Kpumna
IIpoussogurens AP@C, cTpana: HOJI Kemuxaic 361 ®apmackrotukaic Jita., Uaaus

®apmacerotakaic Jita., Uaaus

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeyanne: [ponyxr cootercTByeT TpeboBanuam HII | 3akmoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IoaroToBneHo: I\{i,*in [Tposepeno: Santcﬁzé(umar Opobpeno: Menemrep / Pyxoaﬂm TeIb
Sharma T{‘;/ Maurya — Abhishek Chauhan =\
Reprint Date:. Reprint Date: Reprint Date:

Jara: 28.03.2024 Hara: 28.03.2024 Jara: 28.03.2024




