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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 1of S/ Crp. 1 n3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxkanu®, Ta61eTKH, NOKPBITHIE [1eHOYHOi 0060,109K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300122

Batch Quantity / O6bem napruu : 776.0 KG

040001741397

Analytical Report No / Ananuruyeckuii otuer Ne :

Date of Analysis / Iata ananusa: 30.01.2023

Date of Manufacture / Jlata nponssojcrea : Dec-2022 |Date of Expiry / Cpok roadocru : Nov-2027

Analysis performed according ND / Ananus nposenen no HA: 1T N011252/01-300522

Ne Test / TlokazaTenan

Results/ PesynabnTaThl

Specification / Hopma

1 |Description/ Onncanne

Capsule-like orange-coloured film-

cross section - white core. /TabneTkn
KarncynoBuaHoH (opmbl, MOKpLITHIE
NJICHOYHOH 000JIOUKOH OpaHKeBOro
BETa, C pHUCKO Ha OmHOH cTopoHe;
Ha TIONEepeYHOM paspe3e — sapo
Genoro ugera.

coated one-side scored tablets; on|one-side

Capsule-like orange-coloured film-coated

scored tablets;
on cross section- white or off-white core. /
Tabnerkn  kancynoempHoit hopmbl,
NOKPBIThIE TIEHOYHOMH 000J104KO

OPaHXEBOIro LBETA, C p”CKOVI Ha ORHOM
CTOPOHE; Ha ToNepeyHOM paspese — sapo
oenoro unu nourn Henoro LBETA.

Remarks : The Product conforms to ND/
Ipumeyanne: [TpoaykT cooTBeTCTBYET Tpebosanusm HJI

Opinion : APPROVED
3akmwouenue: OJOBPEHO

Prepared by /
IoarorosneHo: Pardeep

Kumar (j_\ﬁ,’

Checked by /
[Tpoeepeno : Himesh Kumar
= —

Approved by: Manager/Executive
/Ono6peno:Menemiep/PykoBoauTt

ek : Manoj Kumar

Reprint Date: 30.01.2023
JHara:

Reprint Date: 30.01.2023
Hara:

Reprint Date: 30.01.2023
Hara:
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CERTIFICATE OF ANALYSIS
CEPTHDOUKAT AHAJIM3IA

Page 2 of 5/ Ctp. 2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykanu®, Tab1eTKH, NOKPBITHIE TJIEHOYHOH 000s104K0iM, 400 mr + 325 mr

Batch No / Cepust Ne : V2300122 Batch Quantity / Oobem naprun : 776.0 KG
Analytical Report No / AHanuTndyeckuii oTyer Ne : Date of Analysis / /laTa ananusa: 30.01.2023
040001741397

Date of Manufacture / JlaTta nponzsojicrsa : Dec-2022 |Date of Expiry / Cpox rogHocT : Nov-2027

Analysis performed according ND / Anann3 mposeged no HJI[: [T N011252/01-300522

2 Identification / Complies as prescribed/ The retention times of the main peaks on
IlogTMHHOCTD CooTBeTCTBYET the chromatogram of the test solution
should correspond to the retention times
of the pcaks on the chromatogram of
ibuprofen and paracetamol reference
standards solution (section Assay) /

Bpemena ynep>HBaHHsi OCHOBHBIX THKOB
Ha XpoMaTorpamme UCTIBITYEMOTO
pactBopa  JOJDKHBl  COOTBETCTBOBATH
BpEMEHAM  YAEpXKMBaHHWA TIMKOB  HaA
XpoMaTorpaMMe pacTBOpa CTaHIApTHBIX
obpa3iop nOynpodeHa M napaieramosa

(pa3gen «KonuuectenHoe
oTipeaeeHue»)
3 |Average tablets weight 973.2 mg/973.2 mr 940.9 mg to 999.1 mg
CpenHss macca (970.0 mg = 3%) /
TabneTok Ot 940,9 Mr o 999,1 MI

(970,0 Mr + 3 %)

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Ipoayxr cootBerctByeT TpeboBanusm HJT 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[loarotosneHo: Pardeep IIpoBepeno : Himesh Kumar /Ono6peHo:Menenxep/PykoBoaur
Kumar . C}J—/; enb : Manoj Kumar Y/
QL’/ . }yy, g
Reprint Date: 30.01.2023 Reprint Date: 30.01.2023 Reprint Date: 30.01.2023
Hara: Jlara: Hara:
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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJII3A

Page3of 5/Crp.3 u3z 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
UOykann®, TabaeTkn, HOKPbITHIE M1EHOYHOI 0bo0s10uKoii, 400 mr + 325 mr

]

Batch No / Cepusi Ne : V2300122

Batch Quantity / O6bem napruu : 776.0 KG

Analytical Report No / AnanuTnueckuii oraeT No :
040001741397

Date of Analysis / IaTa ananusa: 30.01.2023

Date of Manufacture / laTa npoussojcrea : Dec-2022

Date of Expiry / Cpox roguocts : Nov-2027

Analysis performed according ND / Ananus nposeaen mo H/: T1N011252/01-300522

4

Disintegration /
Pacnanaemocts

07 min /07 mu

Not more than 30 minutes /
He 6onee 30 muH

Dissolution /
PactBopenue

97 % to 99 %

97% to 101 %

Not less than 70% (Q) C;:H30,
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) Ci3Hi0
(nbynpoden) yepes 30 MuH

Not less than 70% (Q) CsHoNO,
(Paracetamol) dissolved in 30 minutes /
He menee 70 % (Q) CsHoNO,
(napaueramod) 4epes 30 MHH

Related substances /
PoncteenHsie npumecu
Method 1/ Merop 1

Method 2 / Metog 2

0.00003 %

0.04%

0.04%

{4-aminophenol (paracetamol impurity) /
4-amuHOGeHON (MpUMech Mapaleramona)
- not more than 0.005% /

He 6ontee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlwobas enuHuuHas
IPUMECH (nbynpodena Wi
napaueramona) - not more than 0.3% /

He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceit (Meton 1 + Meton 2) -
not more than 0.7% / e Gonee 0,7 %

Remarks : The Product conforms to ND/
Ilpumeyanue: [Tpoaykr cooteercTRyeT TpeboBanmsam HJT

Opinion : APPROVED
3aknwyenne: OJJOGPEHO

Prepared by /
[ToarorosneHo: Pardeep
Kumar

Checked by /
[Tposepeno : Himesh Kumar

7=

Approved by: Manager/Executive
/Ono6peHo:Menemkep/PykoBoauT

enb : Manoj Kumar .

Hara:

Reprint Date: 30.01.2023

Reprint Date: 30.01.2023
Hara:

Reprint Date: 30.01.2023
Hara:
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Dr' Reddy s .. Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Paged of 5/ Ctp. 4 3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykamu®, Tabi1eTki, NOKPLIThIE NIeHOYHOI 000q04K0ii, 400 Mr + 325 mr

Batch No / Cepun No : V2300122 Batch Quantity / O6bem naptun : 776.0 KG
Analytical Report No / Ananutu4eckunii oruer No : Date of Analysis / lata anamuza: 30.01.2023
040001741397

Date of Manufacture / /lata npon3ssoactsa : Dec-2022 |Date of Expiry / Cpok roamnocts : Nov-2027

Analysis performed according ND / Ananus nposenen mo HIL: T1 NO11252/01-300522

7 |Water / Bona 1.5% Not more than 5.0% /
He 6onee 5.0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.4 more than 15.0/
OnHOpOIHOCTE [Tokazatens npuemnemocti (AV) nomxkeH
JIO3UpOBaHUS ObITh He Oosiee 15,0
- Ibuprofen /u6ynpogen
Acceptance value (AV) should be not
1.4 more than 15.0/
- Paracetamol/ ITokasaTens npuemneMoctd (AV) nomkeH
napaueTramon ObITh He Gosee 15,0
9 [Microbial limits /
Mukpobuonoruyeckas
YHCTOTA
a) Total aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
microbial count / Menee 10 KOE/r He 6onee 1000 KOE/r
O6uiee vyucno
a3POOHBIX
MHKpPOOPTaHHU3MOB
b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /
yeasts and mould count Menee 5 KOE/r He 6onee 100 KOE/r
/ Ob1uee yucno
JIPOXKKEBBIX H
IJIECHEBBIX TpUbOB
c) E. coli Absent in 1g / OtcyrcTByer B Ir Shall be absent in 1g / OrcyrcTeHe B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeyanue: ITpoaykr coorsercTByet Tpeboranusam HJl 3akmoyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IoaroroBneno: Pardeep IIpoBepeno : Himesh Kumar /Onobpeno:Menenxep/PyKoBoauT
Kumar ——~ | esb : Manoj Kumar
Qf—,— Clér/’_/ ’)\)M
Reprint Date: 30.01.2023 Reprint Date: 30.01.2023 Reprint Date: 30.01.2023
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CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIN3A

PageS5of 5/ Ctp. 5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyraun®), TabeTKN, MOKPBHITHIE IVIEHOYHOH 000104K0i, 400 MT + 325 Mr

Batch No / Cepua Ne : V2300122

Batch Quantity / O6bem naprun : 776.0 KG

040001741397

Analytical Report No / Ananutudecknii order No :

Date of Analysis/ laTa ananunza: 30.01.2023

Date of Manufacture / lata npoussoacrsa : Dec-2022

Date of Expiry / Cpok rognoctu : Nov-2027

Analysis performed according ND / Auaans nposegen no H/I: IT N011252/01-300522

10 [Assay/

onpeaeneue

KonuuecTBeHHOE

396.7 mg/396.7 Mmr

325.69 mg/ 325.69 mr

360.0 to 440.0 mg of Ci3H 50,
(Ibuprofen) per tablet /

Or 360,0 mr go 440,0 mr C;3HisO,
(ubynpoden) B TabneTre
2925 to 3575 mg
{(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHoNO,

(napatieramorn) B TabieTke

of CsHoNOz

11 | Package / Ymakoska

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnetok B [IBX/Al 6auctep. [1o 1
Oanctepy B MAyKy KapTOHHYIO
BMECTE C  HHCTPyKOHeH 1o
TIPUMEHECHHIO.

10 tablets in PVC/AI blister. 1, 2 or 20|
blisters and a patient information leaflet
in a carton. / I1o 10 Tadnerok B [IBX/Al
Onucrep. Ilo 1, 2 nmu 20 GamcTepos B
navyky KapTOHHYIO BMECTe c
HUHCTPYKLHCH 1O MPUMEHEHMUIO.

12 | Labeling / MapkupoBka

According to ND. / B cootBerctauu ¢ HJI.

XpaHenue

13 | Storage conditions /

[1pi Temneparype He Bbie 25 °C.

At temperature not more than 25 °C. /

rOJIHOCTH

14 | Shelf life / Cpoxk

5 years /5 net

Remarks : The Product conforms to ND/
IIpumenanne: IlponyxT cooTBeTcTBYET TpeboBanusm HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /

Kumar

ITogrotosneHo: Pardeep

Checked by /
ITposepeno : Himesh Kumar

e B

Approved by: Manager/Executive
/Ono6peHo:Menemkep/PykoBoaut
enb : Manoj Kumar ﬂ”?

e

\/

JHara:
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