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CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIM3A

Page1of 5/Crp. 1 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaua®, TabaeTKHU, NOKPBITHIE MJI€HOYHOI 00004Koii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300225

Batch Quantity / O6bem naptun : 776.0 KG

Analytical Report No / Ananutuyeckuii ordyer No :
040001757958

Date of Analysis / laTta ananuza: 13.02.2023

Date of Manufacture / /lata npousBoacrsa : Jan-2023

Date of Expiry / Cpok roanocrn : Dec-2027

Analysis performed according ND / Anann3 nposeaen no H/I: [T N011252/01-300522

No Test / Iloka3areib

Results/ PeayabTaThl

Specification / Hopma

1 |Description/ Onucanue

Oeioro 1BeTa.

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /TabneTku
KancynoBUAHONW (OpPMBI, TOKPBLITHIE
NJICHOUHOH 000J04KOH OpaHKEeBOTO
LBETa, C PUCKOH Ha OJHOU CTOpOHE;
Ha TONMEpeYHOM paszpese — sapo

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnerkn  KancyJaoBHJHOM tbopmbpl,
MOKPBIThIE MJIEHOUHOH o00nouKoii
OpPAHXXEBOT0 LBETa, C PUCKOM Ha OIHOM
CTOpOHE; Ha NMONEPeyHOM paspese — spo
fenoro UK nNouTH 6eoro LUBETA.

Remarks: The Product conforms to ND/
Hpumeyanmne: [Ipoaykr coorBeTcTBYeT TpeboBanusm HJ

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared by /

Ilonrorosneno: Ramakant

okt

Checked by /
Ilposepeno: Pardeep Kumar

o~

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

enb . Manoj Kumar -
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNoykauH®, TabaeTKy, NOKPHIThIe NIeHOYHOIT 000a04K0il, 400 mr + 325 mr

Batch No / Cepus Ne : V2300225

Batch Quantity / Oobem mapTun : 776.0 KG

040001757958

Analytical Report No / Ananutuuyeckunid order Ne :

Date of Analysis / laTta ananusa: 13.02.2023

Date of Manufacture / Jlata npou3BoacTia : Jan-2023

Date of Expiry / Cpok roasocrti : Dec-2027

Analysis performed according ND / Ananu3 npoeenen mo HJI: IT N011252/01-300522

2 Identification /
IToanuHHOCTL

Complies as prescribed/
CooTBeTCTBYET

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) /

Bpemena ynepxuBaHUsl OCHOBHBIX NMHUKOB
Ha Xpomarorpamme UCTIBITYEMOTO
pacTBopa  JOJDKHBI ~ COOTBETCTBOBATH
BpeMEHaM  YAEp)KUBaHMS TIMKOB  Ha
XpoMaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpazuor ubynpodeHa u mnapareramona

Cpennsis Macca
TabneTok

(paznen «KonnuectBeHHoe
OIIpeneeHUE)
3 | Average tablets weight 970.1 mg/970.1 mMr 940.9 mg to 999.1 mg

(970.0 mg £3%) /
Or 940,9 MI 10
(970,0 Mr = 3 %)

999,1 M

Remarks: The Product conforms to ND/
IIpumeuanme: IIpoaykt coorBeTcTBYET TpeboBanusm HJI

Opinion: APPROVED
3akmouenne: OJOBPEHO

Prepared by /
[TonroroeneHo: Ramakant

Bl

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive
/OnobpeHo:Meneaxep/PykoBoaur

enb : Manoj Kumar ; ﬂ
00 S
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page3 of 5/Crp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

HNoyxauH®, TabJieTku, MOKPbIThIE MJIeHOYHOH 000/104K0ii, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2300225 Batch Quantity / O6bem naptun : 776.0 KG
Analytical Report No / AHanuruyecknii oryer Ne : Date of Analysis / JlaTta anann3a: 13.02.2023
040001757958

Date of Manufacture / /lata npou3Boacrsa : Jan-2023 |Date of Expiry / Cpok rogHoctu : Dec-2027

Analysis performed according ND / Ananu3 nposegen mo H/: 11 N011252/01-300522

4 |Disintegration / 06 min /06 mMu
Pacnanaemoctsb

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtBopeHue 99 % to 101%

96% to 99 %

Not less than 70% (Q) Ci3HisO»
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CiHiO:
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) CsHoNO»
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO»
(napaueramod) 4epes 30 MuH

6 [Related substances /
PopncteeHHble puMecu 0.0002 %
Method 1/ Meton 1

Method 2 / MeTton 2 0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHOdeHON (IpUMech napaueraMmora)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas enuHH4Ha#A
PHUMECH (ubynpodeHa HITH
napatieramona) - not more than 0.3% /

He O6onee 0,3 %

Total impurities (Method 14+ Method 2) /
Cymma mpumeceii (Meron 1 + Merton 2) -
not more than 0.7% / He 6onee 0,7 %

Remarks: The Product conforms to ND/
IIpumeuanne: Ilpoaykr cooTBeTcTBYET TpeboBaHusm HJI

Opinion: APPROVED
3akmiouenune: OJOBPEHO

Prepared by / Checked by /
[ToarotopneHo: Ramakant | Ilposepeno: Pardeep Kumar

ol 4

Approved by: Manager/Executive
/Ono6peno:Menemxep/PykoBoaur

enb : Manoj Kumar ﬂ
T [Ler
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page 4 of 5/ Ctp. 4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MN6ykanH®, Tab1eTKH, NOKPBITHIE NIJIeHO4YHOoMH 000/104Ko0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2300225

Batch Quantity / O6bem napruy : 776.0 KG

040001757958

Analytical Report No / AnannTndeckuii oTuer Ne :

Date of Analysis / JlaTa amanu3za: 13.02.2023

Date of Manufacture / /lata nponzBojacrTsa : Jan-2023

Date of Expiry / Cpok roguoctu : Dec-2027

Analysis performed according ND / Anann3 nposened mo H/I: IT N011252/01-300522

a) Total aerobic
microbial count /
Ob1iee uncio
a3pobBHBIX
MHKpPOOPTraHHU3MOB

b) Total combined

/ Obl11ee 4ucio
JIPOXCKEBBIX U

¢) E. coli

yeasts and mould count

NJIECHEBBIX TpHOOB

Less than 10 CFU/g/
Menee 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 / 1.7 more than 15.0/
OIHOpPOIHOCTh IToxazarens npuemneMoctd (AV) nojkeH
JIO3UpPOBaHUS OBITE He boJee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.6 more than 15.0/
- Paracetamol/ [Noxkazarens npuemiaeMoctd (AV) nomxeH
rnapaneraMmorl OBITE He Oonee 15,0
9 [Microbial limits /
Mukpobuonoruyeckas
YHCTOTA

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 / OrcyrctBue B
Ir

Remarks: The Product conforms to ND/
Hpumeyanue: [TpoaykT cooTBeTCTBYET TpeboBaHUsIM H]L

Opinion: APPROVED
3axnrouenue: OJJOGPEHO

Prepared by /

IMoarorosneno: Ramakant

(B

Checked by /
[IpoBepeno: Pardeep Kumar

o

e

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

enb : Manoj Kumar /

Reprint Date: 13.02.2023
JlaTa:

Reprint Date: 13.02.2023
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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

Page 5 of 5/ Crp.5u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykauH®, Tab1eTKH, MOKPBITHIE MIEHOYHOH 06010uK0i, 400 mr + 325 mr

Batch No / Cepusa Ne : V2300225

Batch Quantity / O6bem mapruu : 776.0 KG

040001757958

Analytical Report No / AHasuTH4yeckuii oTyer Ne :

Date of Analysis / Jlata anamuza: 13.02.2023

Date of Manufacture / laTta npousBoacTna : Jan-2023

Date of Expiry / Cpok rognoctn : Dec-2027

Analysis performed according ND / Ananu3 nposeaen mo HJI: [1N011252/01-300522

10 |Assay/
Konnuecteennoe
onpeneseHHe

3959 mg /3959 mr

320.70 mg / 320.70 mr

360.0 to 440.0 mg of Ci;3His0s
(Ibuprofen) per tablet /

Ot 360,0 MI' OO0 440,0 Mr C|3H1302
(wbynpoden) B TabneTke

2925 to 3575 mg of CsHoNO»
(Paracetamol) per tablet /

Or 2925 mr mo 357,5 mr CsHoNO;
(napaueramour) B TabneTke

11 ITackage / YnakoBka

10 tablets in PVC/Al blister.
blister and a patient information
leaflet
Tabnerok B [IBX/Al 6auctep. [o 1
OmicTepy B Madky KapTOHHYHO
BMECTE ¢ HHCTpYKIHUEH
10 IPUMEHEHHUIO.

in a carton. / Tlo

1

10

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnetox B [IBX/Al
6nuctep. Ilo 1, 2 wim 20 6nucTepoB B
nauky KapTOHHYIO BMECTE c
UHCTPYKLHKEH N0 MPUMEHEHHIO.

12 | Labeling / MapkupoBka

According to ND. / B cootBeTcTBUH ¢ H/I.

13 | Storage conditions /

At temperature not more than 25 °C. /

Xpanenune IIpn Temneparype He Bbiie 25 °C.,
14 | Shelf life / Cpox 5 years / 5 ner
rOIHOCTH

Remarks: The Product conforms to ND/
IIpumeuyanne: [TpoaykT coorBeTcTBYeT TpeboBaHusAM HJT

Opinion: APPROVED
3akuarouenue: OJJOBPEHO

Prepared by /
IToarorosneno: Ramakant

Aes

Checked by /
[Iposepeno: Pardeep Kumar

S

Approved by: Manager/Executive
/Ono6peno:Menemkep/PykoBoaut
enb : Manoj Kumar

e

Reprint Date: 13.02.2023

Reprint Date: 13.02.2023

Reprint Date: 13.02.2023
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