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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 1 of 5/ Crp. 1 u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoyxanH®, Ta01eTKH, HOKPLIThIE [LJIeHOYHOH 000J104KOH, 400 mr + 325 mr

Batch No / Cepus Ne : V2300099

Batch Quantity / O6bem naptuu : 776.0 KG

040001771854

Analytical Report No / Ananurudeckuii oTuer Ne :

Date of Analysis / JlaTa anannza: 23.02.2023

Date of Manufacture / Jlata npoussoactsa : Dec-2022

Date of Expiry / Cpok roanocts : Nov-2027

Analysis performed according ND / Anasnu3 nposenen no HJ: T1 N011252/01-300522

No Test / ITokazarean

Results/ Pe3yJIbTaThl

Specification / Hopma

1 |Description/ Onncanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /TadneTkn
KarncyaoBUAHOH (HOPMBI, MOKPBITHIE
MJICHOYHOH 000J0UKOI OpaHXXeBOro
1BeTa, ¢ pUCKO Ha OJHOH CTOpOHE;
Ha TMOMEPEeYyHOM paspe3e — sIpo
Oenoro upera.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnerkn  KancyJnoBHAHOM dopMbl,
MOKPBIThIE MJIEHOYHOH 000J104KOH
OpaHXKEBOrO 1[BETA, C PHCKOW Ha ONHOM
CTOPOHE; Ha TIONIEPEYHOM paspese — AApo
6eJioro 1k Mo4TH Oenoro LBeTa.

Remarks: The Product conforms to ND/
Ipumeyanue: [IpoayxT cooTBeTcTBYET TpeboBanusm HJI

Opinion: APPROVED
3akmwouenue: OJJOBPEHO

Hara:

Prepared by / Checked by / Approved by: Manager/Executive
[Toarotosneno: Shivani [Iposepeno: Pardeep Kumar /On06peHo:Menemxep/PykoBoaut
Devi T enb : Amit Kumar
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauu®, Tab1eTKH, NOKPLITHIE MJ1eHOYHO 060104Kol, 400 mMr + 325 mMr

Batch No / Cepust Ne : V2300099 Batch Quantity / O6bem naptuu : 776.0 KG
Analytical Report No / AranuTuyeckuii oryer Ne : Date of Analysis / [lata anann3a: 23.02.2023
040001771854

Date of Manufacture / Jlata npousBoactsa : Dec-2022 |Date of Expiry / Cpok roagnocTs : Nov-2027

Analysis performed according ND / Anann3 nposeaen no HJI: TTN011252/01-300522

2 Identification / Complies as prescribed/ The retention times of the main peaks on
[MoanuHHOCTD 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) /

BpeMeHa ylepykiBaHHsl OCHOBHBIX [IHKOB
Ha XpoMmaTorpamme UCIIBITYEMOTO
pacTBopa  AOJKHBl ~ COOTBETCTBOBAaTh
BpeMeHaM  yICpXKUBaHWs IIMKOB  HA
|XpOMATOrpaMme  pacTBOpa CTaHAAPTHBIX
o0pasnos noOynpopeHa n napaueramosia

(pazgen «KonndecTeeHHOE
OTIpeIeJICHUEY)
3 |Average tablets weight 974.2 mg/ 974.2 mr 940.9 mg to 999.1 mg
CpenHsisa macca (970.0 mg £ 3%) /
TabneTok Or 940,9 170 W (o} 999,1 Mr

(970,0 Mr £ 3 %)

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [Tpoaykr cooteTcTBYET TpeGosanuam HJT 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosneno: Shivani ITposepeno: Pardeep Kumar /Ono6peno:Menenxep/PykoBoaut
Devi M’ enb : Amit Kumar
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Page3 of 5/ Crp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauH®, Ta6aeTKH, DOKPHIThIC ML1eH0YHOI 060/104KO0H, 400 mr + 325 mr

Batch No / Cepus Ne : V2300099 Batch Quantity / O6nem naptiiu : 776.0 KG
Analytical Report No / AnaguTuueckuii or4er Ne : Date of Analysis / JlaTa anaiusa: 23.02.2023
040001771854

Date of Manufacture / Jlata npoussoactsa : Dec-2022 |Date of Expiry / Cpok rogiHocT : Nov-2027

Analysis performed according ND / Auanus nposegen no HJI: T1N011252/01-300522

4 |Disintegration / 06 min /06 mu Not more than 30 minutes /
Pacnanaemocthb He Gonee 30 MmuH

5 |Dissolution / Not less than 70% (Q) CisHisO2
PactBopeHne 97 % to 101 % (Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CiHis0.
(nbynpoden) yepes 30 MuH

Not less than 70% (Q) CsHoNO»
96 % to 100 % (Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO»
(nmapauetamon) yepes 30 MUH

6 |Related substances / 4-aminophenol (paracetamol impurity) /
PopcTBeHHbIE TPUMECH 0.0003 % 4-amuHodenon (IpuMech napalieramorna)
Method 1 / Meton 1 - not more than 0.005% /

He 6omee 0,005 %

Method 2 / Meton 2 0.04% Any individual impurity (of ibuprofen or
paracetamol) / JlobGasa  eanHH4YHas
MPUMECH (ubynpodena WM

naparneramona) - not more than 0.3% /
He 6osee 0,3 %

Total impurities (Method 1+ Method 2) /
0.04% Cymma npumeceit (Meron 1 + Meton 2) -
not more than 0.7% / ue 6onee 0,7 %

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanne: [Tpoaykr cootBeTcTBYeT Tpebosanuam HJI 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarororneHo: Shivani IIporepeHo: Pardeep Kumar /Ono6peno:Menenxep/PykoBoaut

enb : Amit Kumar
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Distt. Solan, H.P., 173 205, INDIA

Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

Page4 of 5/ Crp.4m3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxauH®, TabJeTKH, MOKPBLITHIE NJeH04HOi 06010uK0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300099

Batch Quantity / O6bem naptun : 776.0 KG

040001771854

Analytical Report No / Anaantudeckuii order Ne :

Date of Analysis / /lara anamusa: 23.02.2023

Date of Manufacture / lata upoussoacrpa : Dec-2022

Date of Expiry / Cpok rogsocrn : Nov-2027

Analysis performed according ND / Ananu3s nposegen no H/I: 1T NO11252/01-300522

a) Total aerobic
microbial count /
O0l1Lee 4uco
a’pobHbIX
MUKPOOPTaHU3MOB

b) Total combined
yeasts and mould count
/ Ob1uee yucno
JIPOMOKEBBIX 1
NIJIECHEBBIX TPUOOB

c) E. coli

Less than 10 CFU/g/
Meunee 10 KOE/r

Less than 5 CFU/g/
Menee 5 KOE/r

Absent / OTcyTCTBYET

7 |Water/ Bona 1.4 % Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 0.7 more than 15.0/
OaHOpOHOCTD [MoxazaTens npuemnemMoctd (AV) fomxex
JIO3UPOBaHNS ObITL He Donee 15,0
- Touprofen /ubynpoden
Acceptance value (AV) should be not
0.7 more than 15.0/
- Paracetamol/ [Tokazarens mpruemMieMocTH (AV) 10JDkeH
napaueTamoJl ObITh He Donee 15,0
9 |Microbial limits /
Muxpobuonoruieckas
YUCTOTA

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

Shall be absent in lg / OrcyrcTBHE B
Ir

Remarks: The Product conforms to ND/
Ipumeyanue: IIponykr coorBercTByeT Tpebosanuam HJL

Opinion: APPROVED
3akmouenne: OJOBPEHO

Prepared by /
[ToarorosneHo: Shivani

Checked by /
[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive
/OnobpeHo:Menenxep/PykoBour

Harta:

Devi T enb : Amit Kumar
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Formulation Unit-6
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CEPTUDUKAT AHAJIN3A

Page S of 5/ Crtp.5u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NO6ykauH®, Ta6J1eTKH, HOKPHIThIE IIIeHOYHOH 060104K0i#, 400 Mr + 325 mMr

Batch No / Cepusi Ne : V2300099

Batch Quantity / O6bem napruu : 776.0 KG

040001771854

Analytical Report No / AnanuTuieckuii oTueT Ne :

Date of Analysis / laTa ananusa: 23.02.2023

Date of Manufacture / JaTta npou3Boactsa : Dec-2022

Date of Expiry / Cpok rogsoctu : Nov-2027

Analysis performed according ND / Ananu3 nposenen mo HJI: T1 N011252/01-300522

10 |Assay/
KonnuectBenHoe
orpeieieH e

396.1 mg/396.1 mr

327.76 mg/ 327.76 Mr

3600 to 440.0 mg of C;3HisO,
(Ibuprofen) per tablet /

Ot 360,0 MI' 10 440,0 Mr C13H1302
(n6ynpodeH) B TabneTke
2925 to 3575 mg
(Paracetamol) per tablet /
Ot 292,5 mr mo 357,5 mr CgHoNO»

(mapaueramon) B TabneTke

of CgHoNOz

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6nuctep. Ilo 1
frictepy B MadKy KapTOHHYIO
BMECTe ¢ UHCTpYKUueit

10 IPUMEHEHHIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 tabnetox B [1BX/Al
omuctep. Ilo 1, 2 win 20 Onucrepos B
ELINY KapTOHHYIO BMecTe c
HHCTpYKUUEH 10 NPUMEHEHHIO.

12 | Labeling / MapkupoBka

According to ND. / B cooretctBuu ¢ HJI.

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue Ilpu Temnepatype He Boiie 25 °C.
14 | Shelf life / Cpok 5 years / 5 net
TOJTHOCTH

Remarks: The Product conforms to ND/
Ipumeuanue: [Tponykr coorsercTByeT Tpebopanuam HJI

Opinion: APPROVED
3akmrouenue: OJOGPEHO

Prepared by /
[Toagrotosneno: Shivani

Devi »,r

Checked by /
[TpoBepeHo: Pardeep Kumar

—

Approved by: Manager/Executive
/Ono6peHo:Menemxep/PyxoBoaut
enb : Amit Kumar

Non—
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