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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 1 of 5/ Crp. 1 u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykanu®, TabaeTKkH, NOKPBITHIE IUIEHOYHO# 000104K0i1, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300346

Batch Quantity / O6bem naptuu : 776.0 KG

040001781740

Analytical Report No / AHanuTHuYeckuii oTyeT No :

Date of Analysis / /laTa anannza: 09.03.2023

Date of Manufacture / /lata npoun3sojcrsa : Feb-2023

Date of E

xpiry / Cpok rogHocty : Jan-2028

Analysis performed according ND / Ananu3s nposeaen mo H: TTN011252/01-300522

No Test / [TokazaTean

Results/ Pe3yjbTaThl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnerku
KaICyJIOBUAHOH (OPMBI, TTOKPBITBIE
NJIEHOYHOH 000JIOUKOH OpaHKeBOro
LBETa, ¢ PUCKOI Ha OJIHOI CTOpOHE;
Ha TNONEPEUHOM paszpese A0po
OeJoro uBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnerkn  KancyJoBUAHOM bopmbl,
NIOKpBIThIE [UIEHOYHOH 060510uKOi
OPaHXKEBOTO LBETa, C PUCKOH Ha OMHOI
CTOPOHE; Ha MOMEPEUHOM paspese — Apo
Oenoro Wi NouTH GeNoro uBerTa.

Remarks: The Product conforms to ND/
Ilpumeuanne: [1ponykr cooTBercTByeT TpeboBanusam HJJ

Opinion: APPROVED
3akarouenue: OJJOGPEHO

Prepared
bylloaroroeneno: Kushal

Kumar @/
Ty )

Checked by /
IIposepeno: Naresh Kumar
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOyxanH®, TabneTKH, NOKPbIThIE ILIEHOYHOH 060/104K0it, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300346 Batch Quantity / O6bem naptau : 776.0 KG
Analytical Report No / AHaanruyeckuii oruer No : Date of Analysis/ lata ananuza: 09.03.2023
040001781740

Date of Manufacture / Jlata npoussojctsa : Feb-2023 |Date of Expiry / Cpox rogsocty : Jan-2028

Analysis performed according ND / Anasms nposesen mo HJI: ITN011252/01-300522

2 Identification / Complies as prescribed/ The retention times of the main peaks on
[ToanuHHOCTE 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 yaepskuBanysl OCHOBHBIX MTHKOB
Ha Xpomarorpamme UCTIBITYEMOIO
pacTBopa  JIOJDKHBI  COOTBETCTBOBATH
BPEMEHaM  YAEPXKHBAHUA T[HKOB Ha
XpOMATOTPaMME PacTBOpa CTAHAAPTHBIX
obpasuos uOynpodeHa W mapaueramona

(pa3znmen «KonuuecTreHHOE
ONpeeIICHUE)
3 |Average tablets weight 970.8 mg / 970.8 mr 940.9 mg to 999.1 mg
CpenHsisa macca (970.0 mg £ 3%) /
TabNeToK Or 9409 wmMr go 9991 MI

(970,0 Mr+ 3 %)

Remarks: The Product conforms to ND/ Opinion: APPROVED
ITpumevanue: [IponykT cootBeTcTBYET TpeGoBanusaM HJ 3akmouenue: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarorosneno: Kushal | Ilposepeno: Naresh Kumar /OnobpeHo:Menemxep/PykoBoaut
Kumar @ @i enb : Kusum Lata w
Reprint Date: 09.03.2023 Reprint Date: 09.03.2023 Reprint Date: 09.03.2023
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Page3 of 5/ Crp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, Ta0aeTKH, HOKPbIThIE NJIeHOMHOI 000/104Koii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300346

Batch Quantity / O6nem naptum : 776.0 KG

040001781740

Analytical Report No / AHanuruyeckuiif oTuer No :

Date of Analysis/ laTa anasnsa: 09.03.2023

Date of Manufacture / lata npou3BogcTsa : Feb-2023

Date of Expiry / Cpok roanoctn : Jan-2028

Analysis performed according ND / Ananus nposeaen no HJI: ITN011252/01-300522

4 |Disintegration /
Pacnanaemocts

07 min /07 Mu

Not more than 30 minutes /
He 6onee 30 mun

5 |Dissolution /
PacrBopenue

6 |Related substances /
PoncreeHHbIe ipuMecH
Method 1/ Merop 1

Method 2 / Meton 2

97 % to 101 %

98 % to 100 %

Not less than 70% (Q) Cj;sH Oz
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CiHpO:
(udynpoden) uepes 30 MuH
Not less than 70% (Q) CsHoNO,

(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO»
(napaueramon) yepes 30 MUH

0.0002 %

0.04%

0.04%

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

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlwobas  enHHM4YHas
IpHMECh (ubynpodena unu
napateramosa) - not more than 0.3% /

He Oonee 0,3 %

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

Remarks: The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusim HJJ

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared
bylloarorosneno: Kushal
Kumar

Checked by /
[Ipoeepeno: Naresh Kumar

v

e

Approved by: Manager/kExecutive
/OnobpeHo:Menemxep/PykoBoaur

enb : Kusum Lata .
e
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Page 4 of 5/ Crp. 4 u3 5

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykauH®, TabJIeTKH, NOKPbIThIE MJIeHO4YHOIi 000J104KO0H, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300346

Batch Quantity / O6bem naptuu : 776.0 KG

040001781740

Analytical Report No / Anaautudeckuii oruer Ne :

Date of Analysis / JlaTa ananu3za: 09.03.2023

Date of Manufacture / laTta npousBoacrsa : Feb-2023

Date of Expiry / Cpok roguoctn : Jan-2028

Analysis performed according ND / Ananun3 nposeaen nmo HJI: I1 N011252/01-300522

TTANATISTANNTT

7 |Water/ Bopa 1.3 % Not more than 5.0% /
He 6osee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.5 more than 15.0/
OnHOPOIHOCTh [NTokazaTens npuemyeMocTd (AV) noiken
JI03UpOBaHNs ObIThL He Oonee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.5 more than 15.0/
- Paracetamol/ IToxazatens npuemneMoctd (AV) noyken

A we An 180N

ObITh HE OONCC 13,V

9 |Microbial limits /
Mmukpobuonoruyeckas
YHCTOTA

a) Total aerobic
microbial count /
O611ee uncio
a’pOOHBIX
MHKPOOPIraHU3MOB

b) Total combined
yeasts and mould count
/ Obuiee uncno
JPOMOKEBBIX U
TJIECHEBBIX MPHOOB

c) E. coli

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

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

Absent / OTCyTCTBYET

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 / OtcyrcTBHE B
Ir

Remarks: The Product conforms to ND/
IIpumeuanne: [Ipoaykr coorBeTcTBYET TpeboBanusM H]L

Opinion: APPROVED
3aknwuenue: OJJOBPEHO

Prepared
bylloarorosneno: Kushal

Kumar @L«-
| &

Checked by /
ITposepeHo: Naresh Kumar

&

e
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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

Page Sof 5/ Crp.5 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, TabJeTKH, NOKPLITHIE MJIEHOYHOMH 000104K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2300346

Batch Quantity / O6bem naptuu : 776.0 KG

040001781740

Analytical Report No / Anaqurndeckuii oTyer No :

Date of Analysis / /lata anannsza: (09.03.2023

Date of Manufacture / Jlata nponssoacrsa : Feb-2023

Date of Expiry / Cpok rogsoct : Jan-2028

Analysis performed according ND / Anasun3 npopesen no HJI: [1N011252/01-300522

393.2mg/393.2Mr

321.92 mg/321.92 mr

360.0 to 4400 mg
(Ibuprofen) per tablet /
|OT 360,0 Mr go 440,0 mr CisH;sO;
[(nbynpodeH) B TabyeTKe
12925 to 3575 mg
(Paracetamol) per tablet /
Ot 2925 mr po 357,5 mr CsHoNO»
(napaueramoJt) B TabneTke

of Ci3H 50,

of CsHoNOz

10 |Assay/
KonuyecteenHnoe
oTpeneneHue

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet a carton. / Ilo 10
tabnerok B [IBX/Al onuctep. Ilo 1
onucTepy B NadyKy KapTOHHYHO
BMECTE C HHCTPYKUUEN

1o NPpUMEHCHHUIO.

114
i1l

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in / Mo 10 Tabnerox 5 [IBX/Al
onucrep. IMo 1, 2 unu 20 dnucrepos B
nauKy KapTOHHYIO BMECTE c
HUHCTPYKLMeEH 1O NPUMEHEHHIO.

a prarton
a4 vdliull.

n
D

12 | Labeling / Mapkuposka| According to ND. / B cootsetctBuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHune ITpu temneparype He Bolie 25 °C.
14 | Shelf life / Cpok 5 years /5 ner
TOJIHOCTH

Remarks: The Product conforms to ND/
Ipumeyanue: Ilpoaykt coorBeTcTBYET TpeboBaHuam HJ

Opinion: APPROVED
3axmouenue: OJJOBPEHO

Prepared
bylloarorosieno: Kushal

Kumar @L

Checked by /
[TpoBepeno: Naresh Kumar

p

i

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

enb : Kusum Lata ;§ g -
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