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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Page3 of 5/Crp.3 u3 5

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

NoykanH®, TabJIeTKM, IOKPHITHIe NJIeHO4YHOH 0601049K0#, 400 mr + 325 mr

Batch No / Cepus Ne : V2300462

Batch Quantity / O6bem maptum : 747.95 KG

040001798658

Analytical Report No / AnanuTudeckuii oryer No : Date of Analysis / lata anaiu3za: 30.03.2023

Date of Manufacture / Jlata npoussoacrsa : Feb-2023 |Date of Expiry / Cpok rogHoctu : Jan-2028

Analysis performed according ND / Anaju3 nposenen mo HJI: [T N011252/01-300522

4 |Disintegration / 07 min /mu / 19 MuH
PacnagaemocTth

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
Pacropenne 96 % to 99 %

100 % to 103 %

Not less than 70% (Q) CizHis0;
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) Ci3sHisOs
(ubynpocden) yepes 30 MuH

Not less than 70% (Q) CsHyoNO,
(Paracetamol) dissolved in 30 minutes /
He wmenwee 70 % (Q) CsHoNO;
(napareramon) yepe3 30 MUH

6 |Related substances /
PoncreenHble NpuMecH 0.0002 %
Method 1/ Meron 1

Method 2 / Metop 2 0.03%

0.03%

4-aminophenol (paracetamol impurity) /
4-amuHObeHON (NpUMECh NapaneraMmosna)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlwobas enuHU4HAA
MIPUMECH (woynpodena UIH
naparieramona) - not more than 0.3% /

He 6onee 0,3 %

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

Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanue: [Ipoaykr cootsercTByeT TpeboBanuam HJI 3axunoyenune: OJIOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloaroroneno: [TporepeHo: Ankaj Verma /Onobpeno:Menekep/PykoBoanT
Kushal Kunz;zr(ﬁ_\/i/' @ o enb : Abhishek Chauhan& \
Reprint Date: 30.03.2023 Reprint Date: 30.03.2023 Reprint Date: 30.03.2023

Hara: Jlara: Jara:
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanH®, Tab/1eTKH, IOKPLIThIE NMJIeHOYHOH 000104K0#H, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300462

Batch Quantity / O6nem naptuu : 747.95 KG

040001798658

Analytical Report No / AnajauTudeckuii oryer No :

Date of Analysis / laTta ananu3za: 30.03.2023

Date of Manufacture / Jlata npou3Boacrsa : Feb-2023

Date of Expiry / Cpok roaHoctH : Jan-2028

Analysis performed according ND / Anasu3s nposenen mo H/I: [T N011252/01-300522

a) Total aerobic
microbial count /
Ob61wee uucno
a3pOOHBIX
MHKPOOPIaHH3MOB

b) Total combined
yeasts and mould count
/ Obee yucno
IPOXOKEBBIX U
NJIeCHeBbIX TpHOOB

c) E. coli

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 6oiee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.3 more than 15.0/
OnHoposHOCTb [Tokazarens npuemaeMocTd (AV) nomxen
JIO3UPOBAHUS ObITh HE Oonee 15,0
- Ibuprofen /ubynpocden
Acceptance value (AV) should be not
1.1 more than 15.0/
- Paracetamol/ ITokaszarens npueMiaeMocTd (AV) noikeH
napaueramolt ObITE He Oonee 15,0
9 |Microbial limits /
Mukpobuonoruveckas
4yHCTOTA

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/
IIpumeuanue: [IpoaykT cooTBeTcTRYET TpeboBanmaM 11]1

Opinion: APPROVED
Samonenue: OJJOBPEHO

Prepared
bylloarotornexo: _

Kushal Kum@

Checked by /
[Tpoeepeno: Ankaj Verma

[

Approved by: Manager/Executive

/Onobpeno:Menenskep/PykoBoaur
enb : Abhishek Chauhan &\\

Reprint Date: 30.03.2023
Jlata:

Reprint Date: 30.03.2023
Jara:

Reprint Date: 30.03.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabaeTku, NOKPHITHIE MJIEHOUHOH 060a0uK0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300462 Batch Quantity / O6bem naptuu : 747.95 KG
Analytical Report No / AnanuTndeckuii otyet Ne : Date of Analysis / laTa ananuza: 30.03.2023
040001798658

Date of Manufacture / Jlata npousBoactsa : Feb-2023 |Date of Expiry / Cpok rogsoct : Jan-2028

Analysis performed according ND / Ananus nposeaen no HJI: [T N011252/01-300522

10 |Assay/ 360.0 to 440.0 mg of Ci3HisO
KonuuectseHHoe 394.1 mg/394.1 mr (Ibuprofen) per tablet /
ornpejeieHe Ot 360,0 mr no 440,0 mr C;3His0;

(ubynpoden) B Tabnerke

2925 to 3575 mg of CsHoNO>
328.58 mg / 328.58 mr (Paracetamol) per tablet /

Ot 292,5 mr po 357,5 mr CgHoNO;
(napaueramon) B TabneTke

11 | Package / YnakoBka 10 tablets in PVC/AI blister. 1 |10 tablets in PVC/AI blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / Ilo 10 |[in a carton. / ITo 10 Tabnerox B IIBX/Al
tabnerok B [IBX/Al 6nuctep. [To 1 |6nucrep. [lo 1, 2 unu 20 Onucrepor B
OmicTepy B Mavyky KapTOHHYH |mauky KapTOHHYIO BMECTe c
BMECTE C HHCTpYKIHeit UHCTPYKLUEH 1O MPHMEHEHHFO.

10 IPUMEHEHHIO.
12 | Labeling / MapkupoBka| According to ND. / B cootserctiuu ¢ HJI.

13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHune ITpu Temneparype He Bbiue 25 °C.
14 | Shelf life / Cpoxk S5 years / 5 ner
FOJIHOCTH ~ N
Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanne: [Iponykr coorserctyeT TpeGopanusm 1] 3arxmorenne: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarorosnexo: IIpoBepeno: Ankaj Verma /Onobpeno:Menemixep/PykoBoaut
Kushal Kum@'/ / enb . Abhishek Chauhan &
Reprint Date: 30.03.2023 Reprint Date: 30.03.2023 Reprint Date: 30.03.2023
Jara: Hara: Jlara:
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page 1 of 5/Ctp. 1 m35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykauu®, TabJeTKH, NOKPBIThIE NJeHOYHOI 000104K0#, 400 mr + 325 mr

Batch No / Cepus Ne : V2300462

Batch Quantity / O6bem mapTuu : 747.95 KG

040001798658

Analytical Report No / AHaauTHueckuii oTyer No :

Date of Analysis / laTa ananu3sa: 30.03.2023

Date of Manufacture / Jlata npouszBoacrsa : Feb-2023

Date of Expiry / Cpok rognoctd : Jan-2028

Analysis performed according ND / Anann3 nposeaen no HJI: I1 N011252/01-300522

No Test / Tlokasarenn

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /Tabnetku
KATCy0BUAHONH (OPMbI, MOKPBITHIE
TUIeHOUYHOH 060J104KOH OpaHkKeBOTO
1IBeTa, C PUCKOH Ha ONHOH CTOpOHE;
Ha MONEePEeYHOM paspe3e — sapo
6enoro 1BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnerkd  KamcyJoBHAHOH  dopmbl,
TIOKPBITHIE TJICHOYHOU obos104KoM
OpaHXKeBOro IBETa, C PUCKOH Ha OJHOM
CTOPOHE; Ha MONEPEHHOM paspese — PO
6€e10ro UM Mo4TH 6eoro uBeTa.

Remarks: The Product conforms to ND/
Ipumeyanue: [Ipoaykt coorBeTcTBYET TpeboBanusam HJL

Opinion: APPROVED
3axkmouenue: OJJOBPEHO

Prepared
bylloaroroeneHo:
Kushal Kumafi{\

Checked by /

[TpoeepeHo: Ankaj Verma

L~

Approved by: Manager/Executive

/Onobpeno:Menekep/Pykosoaur
enb : Abhishek ChauhanL \

Reprint Date: 30.03.2023
Jlata:

Reprint Date: 30.03.2023
Jlara:
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Hara:
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Page 2 of 5/ C1p. 2 3 5

'Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykauH®, TabieTkH, NOKPHITHIE NUIEHOYHO# 000J1049K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300462

Batch Quantity / O6wem naptuu : 747.95 KG

Analytical Report No / AnaanTnyeckuii oryer No :
040001798658

Date of Analysis / Jlata apanusa: 30.03.2023

Date of Manufacture / lata npousBoacrsa : Feb-2023

Date of Expiry / Cpok roaHocrts : Jan-2028

Analysis performed according ND / Anann3 npoBenen o H/I: I1 N011252/01-300522

2

Identification /
IMoanuuHOCTD

Complies as prescribed/
CootBercTBYyeT

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>xMBaHHsI OCHOBHBIX MHKOB
Ha  Xpomarorpamme UCTIBITYEMOTO
pacTBopa  JOJDKHBI  COOTBETCTBOBATh
BpeMEHaM  YJepXXMBaHHUS I[IHKOB Ha
XpomarorpaMme pacTBOpa CTaHXAPTHBIX
obpasuoB ubynpodeHa u mapaieramosna
(pazzmen «KonuuecTBeHHOE
ONpeIeICHUE)

3 |Average tablets weight
Cpennssa macca
TabneTox

972.3 mg/972.3 Mr

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

Or 940,9 wMmr nmo 999,1 MT
(970,0 Mr + 3 %)

Remarks: The Product conforms to ND/
Hpumeyanne: Hpogyrr covrserersyer 1peGosaduim HJT

Opinion: APPROVED
Jaxmouenne. OJJOGI'EIIO

Prepared
bylloaro

TOBJEHO:
Kushal Ku@/

Checked by /
Ilpoeepeno: Ankaj Verma

(P

Approved by: Manager/Executive
/Oqupem:Mem;merPyl COBOJIUT
enb : Abhishek Chauhan | I
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