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CEPTHPUKAT AHAJIU3A

Page 1 of 5/ Crp. 1 u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6ykaun®, Tab/eTKH, NOKPbIThIE NVIEHOYHOH 060/104KO0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300316

Batch Quantity / O6bem naptuu : 727.5 KG

040001789193

‘{Analytical Report No / AHamaTH4yecKkuii oTder Ne :

Date of Analysis / {laTa ananu3za: 17.03.2023 -

Date of Manufacture / lata npouzBoacrsa : Mar-2023 [Date of E

xpiry / Cpok rogaoctu : Feb-2028

Analysis performed according ND / Ananu3 nposegen no HJ: IT N011252/01-300522

Ne  |Test / Iloka3zaTean

Results/ PesyabTaThl

Specification / Hopma

1 |Description/ Onncanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — off white core.
/TabneTku KancynoBUAHOH (HOpMBI,
TIOKPBITbIE TMNIEHOYHOH 0007104KOH
OpamXeBOro 1peTa, C PHUCKOH Ha
OJIHOW CTOpPOHE; Ha IOINEPEYHOM
paspese — aapo Oenoro 1peTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTku  KamcyloBUAHOH  (GopMmbl,
MIOKPBITHIE TIEHOYHOMH 0605104K0H
OpaH)XEeBOrO LBETa, C PUCKOH Ha OJHOH
CTOpOHE; Ha IONEPEeUHOM paspese — AApo
6enoro 1M Mo4TH OeJoro LBETA.

Remarks: The Product conforms to ND/
Ipumeuyanne: IIpoaykT cooTBeTCTBYET TpeboBaHusam HJI

Opinion: APPROVED
3akmouenne: OJTOBPEHO

Prepared
bylToarotosieno: Ankaj

verma /{/

Checked by /
[TposepeHo: Ramakant

fuaket

Approved by: Manager/Executive
/O nobpeno:Menemxep/Pykosoaur

enb : Manoj kumar ;’/4
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CEPTHO®UKAT AHAJIM3A

Page 2 of 5/ Ctp.2 m3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
|M6yxauu®; TabeTKH, NOKPbIThIE NJ1eHO4YHOoH 000104KoH, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300316

Batch Quantity / O6nem naptuu : 727.5 KG

040001789193

Analytical Report No/ AHaauTHdeckuii otder Ne :

Date of Analysis / /laTa ananusa: 17.03.2023 =

Date of Manufacture / lata npouszsoacraa : Mar-2023

Date of Expiry / Cpok rognoctu : Feb-2028

Analysis performed according ND / Asanu3s nposeaen mo HJI: [1N011252/01-300522

2 Identification /
IMoanuHHOCTE

Complies as prescribed/
CooTtBeTcTBYET

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) /
BpeMeHa ynep:KMBaHHUsSI OCHOBHBIX MHKOB
Ha XpoMaTtorpamme UCIIBITYEMOTO
pacTBopa  JOJDKHBI  COOTBETCTBOBATb
BpeMEHaM  yJepXKUBaHUS IIMKOB Ha
XpOoMaTorpaMme pacTBOpa CTaHAApPTHBIX
obpasiloB uOymnpodeHa U mapauyeramona
(pazmen «KonunuectpeHHoe
onpeaeneHue»)

3 |Average tablets weight
Cpennss Macca
TabneTok

968.5 mg/ 968.5 mr

940.9 mg to 999.1 mg
(970.0 mg = 3%) /

(0)) 940,9 MI  JI0 999,1 M
(970,0 Mmr+ 3 %)

Remarks: The Product conforims to ND/
IIpumeyanne: [Iponykt cooTBeTcTBYET TpeboBanusM HJI

Opinion: APPROVED
3axnrouenune: OJJOBPEHO

Prepared
bylloarororneno: Ankaj

verma ﬂ/

Checked by /
ITposepeno: Ramakant

ok

Approved by: Manager/Executive
/Ono6peHo:Menemxep/PykoBoaut
esb : Manoj kumar f

(ewd
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Page30f 5/ Ctp.3 u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yKkaun®, TabaeTku, NOKPbITHIE MIeH04YHOil 060104K0ii, 400 Mr + 325 mr-

Batch No / Cepust Ne : V2300316

Batch Quantity / O6bem napram : 727.5 KG

040001789193

Analytical Report No / AHaauTH4eCKRii oT4eT No :

Date of Analysis / laTa ananuza: 17.03.2023

Date of Manufacture / [lata npouzsoacrea : Mar-2023

Date of Expiry / Cpok rogsoctu : Feb-2028

Analysis performed according ND / Ananu3s nposesen no H/I: TTN011252/01-300522

4 |Disintegration /
PacnapaemocTth

07 min /mMu / 51 Sec

Not more than 30 minutes /
He 60mee 30 MuH

5 |Dissolution /
PactBopeHue

96 % to 101 %

98 % to 102 %

Not less than 70% (Q) CuiHis02
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CiHisOs
(ubynpoden) yepes 30 MUH

Not less than 70% (Q) CsHoNO:
(Paracetamol) dissolved in 30 minutes /
He wMemee 70 % (Q) CsHoNO:
(napaueramod) yepe3 30 MUH

6 |Related substances /

PoJicTBEHHbIE NPUMECH
Method 1/ Meron 1

Method 2 / MeTon 2

0.0004 %

0.04%

0.04%

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

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlobaa  enuHH4Has
npUMech (ubynpodena WITH
napaueramora) - not more than 0.3% /

He Honee 0,3 %

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

Remarks: The Product conforms to ND/
Ilpumevanue: [IpoaykT cooTBeTCTBYET TpeboBanuaM HJI

Opinion: APPROVED
Zaxnovyenue: OJJOBPEHO

Prepared
bylloarotosneno: Ankaj

verma
(¢

Checked by /
[IpoBepeHo: Ramakant

Bobet
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/Ono6peHo:Menemxep/PykoBoaut
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. CEPTUOHUKAT AHAJIN3A -
' Page4 of S/ Crtp. 4 u3 5
P roduct: Ibuclin, film-coated tablets, 400 mg + 325 mg
_Ylﬁywmu@ TalJeTKH, NOKPBbITHIE IJIEHOYHOI 000J104K0i#i, 400 Mr + 325 mr
Batch No / Cepusi Ne : V2300316 Batch Quantity / O6bem maptan : 727.5 KG
Aanalytical Report No / Ananutnyeckuii otyer Ne : Date of Analysis / /lata ananusa: 17.03.2023
040001789193
Date of Manufacture / /lata npouszsoactsa : Mar-2023 |Date of Expiry / Cpok rognocrn : Feb-2028
A nalysis performed according ND / Ananus npoeaen mo HJ/I: TT N011252/01-300522
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 / 2.7 more than 15.0/
OnHopoaHOCTh [Tokazatens npuemnemMocTu (AV) nosmken
JO3UPOBaHUS ObITh He Oonee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.3 more than 15.0/
- Paracetamol/ [Tokazatens npuemnemMoct (AV) nomkeH
napaneTamon 65ITH He Gonee 15,0
9 |Microbial limits /
Mukpobuonorudeckas
YUCTOTA
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 yucno
a3poOHBIX
MHUKPOOPTaHHU3MOB
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
/ Ob1ee yucno
JPOXOKEBBIX U
NJIECHEBBIX IPHOOB
¢) E. coli Absent / OtcyTcTBYET Shall be absent in 1g / OrcyTtcrBue B
Ir

Remarks: The Product conforms to ND/
IIpumeuanne: [IponykT cooTBeTcTBYET TpeboBaHusM HJ

Opinion: APPROVED
3akmouenue: OJJOBPEHO

Prepared Checked by / Approved by: Manager/Executive
bylloarorosnexo: Ankaj [IpoBepeno: Ramakant /Ono6peHo:MeHemxep/PyKoBOAUT
verma enb : Manoj kumar
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CEPTUOHUKAT AHAJIM3A

Page 50f 5/ Crp. 5 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
- |[HOyRIMH®), TabIeTKH, NOKPLITHIE IIEHOYHOI 060104K0i1, 400 Mr + 325 Mr

Batch No / Cepua Ne : V2300316

Batch Quantity / O0bem maptun : 727.5 KG

040001789193

Analytical Report No / Ananuruuecknii-oruet Ne :

Date of Analysis/ lara ananusza: 17.03.2023

Date of Manufacture / lata npouseogcTsa : Mar-2023

Date of Expiry / Cpok roguoctu : Feb-2028

Analysis performed according ND / Ananu3 nposeaen no HJI: TI N011252/01-300522

10 |Assay/
KonnyecTBenHoe
olpefieNieHue

388.1 mg/388.1 mr

322.16 mg/322.16 mr

360.0 to 440.0 mg
(Ibuprofen) per tablet /
Or 360,0 mr mo 440,0 mr C;3sH;30,
(ubynpoden) B Tabnetke
2925 to 357.5 mg
(Paracetamol) per tablet /
Or 292,5 mr po 357,5 mr CgHoNO;
(napaueramod) B TabneTke

of C;3Hi30,

of CsHoNO;

11 | Package / Ynakoska

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Tlo 10
tabnerox B [IBX/Al 6nucrep. ITo 1
Omictepy B TMavky KapTOHHYIO
BMECTE C HHCTPYKLHEH

IO IPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerox B [IBX/Al
6nucrep. ITo 1, 2 wnu 20 GnucrepoB B
nauky KapTOHHYIO BMECTE c
WHCTpYKLMEH N0 NPUMEHEHHUIO.

12 | Labeling / MapkupoBka

According to ND. / B cootercTBuu ¢ HI.

13 | Storage conditions /

At temperature not more than 25 °C. /

Xpanenue ITpu Temnepatype He Bbiie 25 °C.
14 | Shelf life / Cpox 5 years /5 ner
TOJJHOCTH !

Remarks: The Product conforms to ND/
Ipumeuanue: [Ipoaykt cootBeTcTBYeT TpeboBanusm HJT

Opinion: APPROVED
3axmouenne: OJJOBPEHO

Prepared
bylloarorosneno: Ankaj

verma

Checked by /
[IpoBepeno: Ramakant

e

Approved by: Manager/Executive
/Opo6peno:Menemkep/Pykosoaut

enb : Manoj kumar
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