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CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHANU3A

Page1of 5/Cxp.1u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyknuu®, TabseTkH, HOKpLITHIE IJIEHOYHOI 0060104K0#H, 400 Mr + 325 mMr

Batch No / Cepus Ne : V2400746

Batch Quantity / O6vem napthu : 767.05 Kg

040002526195

Analytical Report No / Ananuruyeckuii otuer Ne :

Date of Analysis / /IaTta anann3za: 21.05.2024

Date of Manufacture / lata npoussoacrsa : 04/2024

Date of Expiry / Cpok rogaoctn : 03/2029

Analysis performed according ND / Anasn3 nposegen mo H: II N011252/01-160123

Ne Test / Iloka3aTennb

Results/ PesynbTaTsl

Specification / Hopma

1 |Description/ Onucanune

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnetku
KancyJoBUHOH (GOPMBI, TOKpPBITHIE
IJIEHOYHOH 000N0YKOH OpaHKeBOro
[|BETa, ¢ PHCKOH HA ONHOW CTOpPOHE;
Ha TONMEPEeYyHOM paspese — sAApo
Oenoro ugera.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white

core at the cross-section. / Taberku
Kancy/JIOBHAHOW  (GOPMBI,  ITOKDPBITHIE
IJIEHOYHOK ~ 000JI0UKONH  OpaHXKeBOro

IBeTa, C PUCKOH Ha OJHOH CTOpOHE; Ha
TIONIEPEYHOM pazpese — sApo Oesoro Miu
nouTH 6enoro upera.

2 |Identification /
IloaTMHHOCTE

Complies as prescribed/
CoOoTBETCTBYET

The retention times of the main peaks on
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 yaep>KuBaHNS OCHOBHBIX IMHKOB

Ha XpoMaTorpamme UCIIBITYEMOTO
pacTBOpa  JOMDKHBI  COOTBETCTBOBATb
BpeMeHaM  YAEp)KHBaHUA MHUKOB  Ha

XpoMaTorpaMMe pacTBOpa CTaHAApTHBIX
00pa3yoB ubynpodeHa U napaneraMmosna

(paznen «KonudecTBeHHOE
OIIPE/ICTIEHHIE)
3 |Average tablets weight 968.7 mg / 968.7 Mr From 9409 mg to 9991 mg
CpenHsia Macca (970.0 mg £3.0 %) /
TabJNeTOK Or 9409 wMmr mo 999, MI

(970,0 Mr = 3,0 %)

Remarks : The Product conforms to ND/
Ipumeuanmue: IIpoaykt coorBeTcTBYET TpeboBaHUsIM HJI

Opinion : APPROVED
3akawuyenue: OJOBPEHO

Prepared by /
[ToarotosneHo Rama

Faont w

Checked by /
[TpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive
/OnobpeHo: Meﬂe,r_} ep/
Iywosoanrens Ablfishek Chuuhan

i

(C—

Reprint Date: =

Hata: 21.05.2024

Reprint Date:

Hara; 21.05.2024

Reprint Date:
Hara: 21.05.2024
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxkanu®, TabieTKH, NOKPBITHIE MIEHOYHOI 0060104x0ii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2400746

Batch Quantity / O6bem naprtuu : 767.05 Kg

040002526195

Analytical Report No / AnanuTH4yecknii oTuer No :

Date of Analysis / Jlata ananu3za: 21.05.2024

Date of Manufacture / Jlata mpoussogcrsa : 04/2024

Date of Expiry / Cpox rognoctn : 03/2029

Analysis performed according ND / Anaau3 nposesen nmo HJ{: [1N011252/01-160123

4 |Disintegration /

06 min 44 sec / 06 MuH 44 cex

Not more than 30 min /

PacnamaemocTs He 6osee 30 MUH
5 |Dissolution / 98 % To 103 % Not less than 70% (Q) of Ci;3H;50;
PactBopenne (Ibuprofen) after 30 min /
He wmenee 70 % (Q) CiHiO:
(uGynpoden) yepes 30 Mun
100 % to 103 % Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNO;
(mapaueramol) uepes 30 MUH
6 |Related substances / 4-aminophenol (paracetamol impurity)

PoncreenHble npuMecu 0.0003% - not more than 0.005 % /

Method 1/ Metox 1 4-amuHodeHon (MpuMech MapaleTaMmona)
- He 6oiiee 0,005 %
Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //

Method 2 / Meropg 2 0.03 % Jiobas €JUHUUHAas NPUMECH
(ubynpodera unu Mapaneramosna) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.03% - not more than 0.7 % /
Cymma npumeceit (Merton 1 + Metog 2)
- He 6onee 0,7 %
9 |Water/Bona 1.4% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cootBeTcTBYET Tpebosanusam HJI

Opinion : APPROVED
3akmouenue: OJJQBPEHO

Prepared by /
IToaroroBneno Rama

Checked by /
IIpoBepeHo: Pardeep Kumar

=l

Approved by: Mapager/Executive

/OnoGpeno: Mengnxep /

Pykosoaurens / hishek Cfﬁiuhan
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Reprint Date:
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Reprint Date:
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Reprint Date:
Hara: 21.05.2024




Dr.Reddy’s ":

Vili, #hol, Nalaﬁ h i u3d Rz du’i,

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Page3 of 5/Crp.3 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HoyknuH®, TabneTkH, NOKPHITHIE MJIEHOYHOI 000104K0ii, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400746

Batch Quantity / O6nem naptuu : 767.05 Kg

Analytical Report No / AHannTH4eckuii oTyeT No ¢
040002526195

Date of Analysis / [laTra ananu3za: 21.05.2024

Date of Manufacture / lata npoun3soactsa : 04/2024

Date of Expiry / Cpok rognocru : 03/2029

Analysis performed according ND / Ananun3s nposener mo HJI: T1 N011252/01-160123

10 |Uniformity of dosage

units /

OJHOPOAHOCTD Acceptance value (AV) should be not

JIO3UPOBAHHS 1.5 more than 15.0 /

- Ibuprofen /u6ynpoden ITokazarens npreMiaeMocTd (AV) nomxeH
OBITE He Oonee 15,0

- Paracetamol/ 1.5 Acceptance value (AV) should be not

napaneTamol more than 15.0 /
[Toxazatens npuemnemoctu (AV) nomkeH
6bITh HE Honee 15,0

11 |Microbiological purity /

Mukpobuonoruieckas

yuctora*

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

microbial count / He 6onee 1000 KOE/r

O61mee yucno

a3poOHBIX

MHKPOOPTraHU3MOB

NA

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

yeasts and mould count He 6oxnee 100 KOE/r

/ Obuyee yucno

JIPOMXOKEBBIX U

IUIECHEBBIX TPUGOB

¢) E. coli NA Shall be absent in lg / OrcyrcTBHE B

ir

Remarks : The Product conforms to ND/
pumeuanue: Ilpoaykt coorBeTcTByeT TpeboBauusM HJJ

Opinion : APPROVED
3axiouenue: OHQBPEHO

Hara; 21.05.2024

Prepared by / Checked by / Approved by: Ma fager/Executive
[Togroroneno Rama [Ipoeepeno: Pardeep Kumar | /Opobpeno: Me@

Kant c:.ﬂ-//‘ Pyxosoaurens Abhishek Cl'thau
Reprint Date: " Reprint Date: Reprint Date:

Hata: 21.05.2024

Hata: 21.05.2024
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A Page4 of S/ Ctp.4 u3z §
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauH®, TabjeTKH, NOKPbIThIE MJIeHOYHOH 000104uK0IH, 400 Mr + 325 mMr
Batch No / Cepua Ne : V2400746 Batch Quantity / O6bemM naptiu : 767.05 Kg
Analytical Report No / AHanuTHYecknii oT4yeT Ne : Date of Analysis / laTta ananuza: 21.05.2024
040002526195
Date of Manufacture / JIlata npoussoactsa : 04/2024 Date of Expiry / Cpok roguoctu : 03/2029
Analysis performed according ND / Anann3z nposexen mo HJI: 1 N011252/01-160123
12 [Assay/ From 360.0 to 440.0 mg of C;3H;30;
KonuuecTBeHHOE (Tbuprofen) per tablet /
onpeaeseHue 395.1 mg/395.1 mr Ot 360,0 mMr go 440,0 mr C;3His0,
(ubynmpoden) B Tabnerke
From 292.5 to 357.5 mg of CsHoNO;
(Paracetamol) per tablet /
325.54 mg/ 325.54 mr Or 292,5 mr mo 357,5 mr CsHoNO;
(napaneramodi) B TabneTke
13 | Package / Ynaxoska 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/AI 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 Tabnerok B [IBX/Al
tabnetok B [IBX/Al 6mucrep. [lo 1 |6nuctep. Ilo 1, 2 unu 20 6auctepoB B
Onucrepy B Ma4yKy KapTOHHYIO |NaudkKy KapTOHHYIO BMECTE c
BMECT€ C  MHCTPYKUHEeHd Mo |HHCTpyKUMeH 0o NPUMEHEHHUIO.
IPUMEHEHUIO.
14 | Labeling / Mapkuposka| According to ND. / B coorBercTsuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue [Tpu Temnepatype He Bbiue 25 °C.
16 | Shelf life / Cpoxk 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. / [IpoBoxuTcs NpoH3BOAUTENEM HPH
BBIILYCKE MEPHOAUIECKHU: Ui kaxaoi 20-oif cepum win He MeHee 1 pasza B roj. Ilokasarens MoxeT OBITH
HE BKJIFOUEH B cepTH(UKAT aHann3a GUpMEI

Remarks : The Product conforms to ND/
Ilpumeuanue: [Iponykr coorsercTByeT TpebopaHusam HJL

Opinion : APPROVED
3akmouenue: OJIQBPEHO

Prepared by /
IMoarorosneno Rama

Checked by /
[IposepeHo: Pardeep Kumar

Approved by: Mahager/Executive

/Onobpeno: Menemxep /

Pyxosoautens Abhishek Chauhan
~— —-*"’_’l/
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CEPTUDPUKAT AHAJIN3A
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykaus®, TabjieTKH, MIOKPbITHIE IJIEHOYHOH 00004uK0i, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400746

Batch Quantity / O6sem naptuu : 767.05 Kg

040002526195

Analytical Report No / AHanuTnueckuii oTder Ne :

Date of Analysis / laTta ananuza: 21.05.2024

Date of Manufacture / Jata npousBoacrsa : 04/2024

Date of Expiry / Cpok rognocty : 03/2029

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

API name (INN)/

npousBoauTes I'JIMD:

Hanmenosanne AGC (MEH): Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
API manufacturer batch number / A-4955 1208/23-24, 1215/23-24
Howmep cepun npouspoauteas ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcTanun FERAO00018 FERAO00158, FERA00160

API Manufactured by & country/
Hpoussogurens ADC, ctpaHa:

IOL Chemicals and Pharmaceuticals
Limited, India / TOJI Kemukarnc sH1
®apmacbrotukaic Jita., Uuaus

Sri Krishna Pharmaceuticals
Ltd., India / lpu Kpumna
®apmacerotukanc JIta., Muaus

Remarks : The Product conforms to ND/
Ilpumeuanue: IIpoaykT coorBercTByeT TpeboBaHusM HJI

Opinion : APPROVED
3axaouenne: OJIOBPEHO

Kant @\v‘\ \uj

Prepared by / Checked by /
[ToarotoBneHo Rama [IpoBepeHo: _Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno: Menefuiep /

£ PykoBonuTens A}J hishek C‘}Aauhan

Reprint Date: i Reprint Date:
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Reprint Date:
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