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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page 1of 5/Crp. 1 u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoykana®, TadjeTkH, NOKPLITHIE IIEHOYHOH 000/104K0#, 400 Mr + 325 mMr

Batch No / Cepusi Ne : V2300202

Batch Quantity / O6bem mapTun : 727.5 KG

Analytical Report No / AHanuTHuYecKHii oTyeT No :
040001755657

Date of Analysis / Jata anasnu3a: 08.02.2023

Date of Manufacture / JlaTa npoussoacrsa : Jan-2023

Date of Expiry / Cpok rognoctu : Dec-2027

Analysis performed according ND / Anaau3 nposenen mo HJ/[: TI N011252/01-300522

Ne Test / [TokazaTean

Results/ PeayabTaThl

Specification / Hopma

1 [Description/ Onucanue

Ha TIONEpEeYHOM pa3pese —
Oernoro usera.

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnerku
KancynoBUAHOH GopMBI, MOKPBITHIC
NJIEHOYHOH 000JI04KOi OpaHKeBOro
LBETa, C PUCKOH Ha OAHOH CTOpPOHE;

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetku KancyJOBUJIHOH dbopmbl,
MOKPBIThIE IIEHOYHOH obonoukoii
OpPaH)XEBOr0 LBCTA, C PUCKOH Ha OJHOM
CTOPOHE; Ha MOMEPEYHOM paspese — siapo
6enoro Uiy NoyTH Oeoro LBeTA.

Remarks: The Product conforms to ND/
IIpumeuanne: [Ipoaykt cootBeTcTBYeT TpeboBanuaM HJI

Opinion: APPROVED
3akiauenue: OJOBPEHO

Prepared by /

Kumar

INoarotrosneno: Naresh

Checked by /
IIposepeno: Pardeep Kumar

; o

Approved by: Manager/Executive
/O nobpeHo:Menempxep/PykoBoaut
enb . Amit Kumar
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HoyrAuu®, 1adiieTKH, MOKPHITHIE IIEHOYHOH 060a04K0i1, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300202 Batch Quantity / O6vem naptuu : 727.5 KG
Analytical Report No / AHauTHYecKHuii oTyer No Date of Analysis / Jlata ananu3sa: 08.02.2023
040001755657

Date of Manufacture / Jlata npousBoactsa : Jan-2023 |Date of Expiry / Cpok rognocts : Dec-2027

Analysis performed according ND / Auaau3s nposeaen mo H: T1 N011252/01-300522

2 Identification / Complies as prescribed/ The retention times of the main peaks on
[TopnuHHOCTB CootBercTByeT 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 ynepxuBaHyisl OCHOBHBIX NUKOB
Ha XpomaTorpamme UCTIBITYEMOTO
pacTBopa  JOJDKHBI ~ COOTBETCTBOBATh
BpPEMEHaM  YICP)XKHUBaHHS TIMKOB  Ha
XpoMaTorpaMMe pacTBoOpa CTaHAAapPTHBIX
o0pasuoB ubynpodeHa W mapaileramona

(pazmen «KonuuectreHHOe
onpeneNeHne)
3 |Average tablets weight 968.7 mg / 968.7 mr 940.9 mg to 999.1 mg
Cpennsis Macca (970.0 mg +3%) /
TabJIeTOK Or 940,9 ML JI0 999,1 MT

(970,0 Mr 3 %)

Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanne: [Ipoaykr cootseTcTByeT TpeGoBanuam HI 3axmovyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IloarorosneHo: Naresh ITposepeHo: Pardeep Kumar /OnobpeHo:Menemxep/PykoBoaut
Kumar ,\/ ensb : Amit Kumar
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabJeTKH, NOKPLITHIE NJIEHOYHOI 000104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300202 Batch Quantity / O6bem naptuu : 727.5 KG
Analytical Report No / Ananntuuyecknii oryer Ne : Date of Analysis / lata ananuza: 08.02.2023
040001755657

Date of Manufacture / Jlata npoussoactsa : Jan-2023 |Date of Expiry / Cpok rognoctu : Dec-2027

Analysis performed according ND / Ananu3 nposened no HJ: TT N011252/01-300522

4 |Disintegration / 06 min /06 mMu Not more than 30 minutes /
Pacnanaemocts He 6onee 30 mun

5 |Dissolution / Not less than 70% (Q) CisHisO2
PacTBopeHHe 97 % to 102% (Ibuprofen) dissolved in 30 minutes /

He MCHEE 70 % (Q) C13H1302
(ubynpoden) uepez 30 MuH

Not less than 70% (Q) CsHoNO;
95% to 100 % (Paracetamol) dissolved in 30 minutes /
He wmenmee 70 % (Q) CsHoNO:
(mapaueramonn) yepe3 30 MUH

6 |Related substances / 4-aminophenol (paracetamol impurity) /
PoACTBEHHEBIE TPUMECH 0.0002 % 4-amuHO(EHON (MPUMECH MapaleTamoa)
Method 1/ Meton 1 - not more than 0.005% /

e 6onee 0,005 %

Method 2 / Metop 2 0.04% Any individual impurity (of ibuprofen or
paracetamol) / Jlobas exnurnuHas |
NpUMECh (nbympodena UnH i

napaiieramona) - not more than 0.3% /
He 6onee 0,3 %

Total impurities (Method 14+ Method 2) /
0.04% Cymma npumeceii (Meton 1 + Meron 2) -
not more than 0.7% / e 6onee 0,7 %

Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanue: [poaykr coorBeTcTBYeT TpeboBanusm HJT 3axmoyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarorosneHo: Naresh [Tposepeno: Pardeep Kumar /O no6peno:Menemxep/PykoBoauT
Kumar C enb : Amit Kumar
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxanu®, TabaeTKH, NOKPBITHIE IUIEHOYHOH 060104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300202

Batch Quantity / O6bem naprun : 727.5 KG

040001755657

Analytical Report No / AHaJuTHYecKknii oTueT Ne :

Date of Analysis / lata ananausa: 08.02.2023

Date of Manufacture / Jlata npoussogcersa : Jan-2023

Date of Expiry / Cpoxk roguoctn : Dec-2027

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

a) Total aerobic
microbial count /
O6uee uncio
a3pOoOHBIX
MUKPOOPraHU3MOB

b) Total combined
yeasts and mould count
/ Ob1iee yncio
JPOXOKEBEIX U
IIe@HEBEBIX IPHOOB

¢) E. coli

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

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

Absent / OTcyTCTBYET

7 |Water/Bopna 1.3 % Not more than 5.0% /
He 6onee 5,0 %
8 | Uniformity of dosage Acceptance value (AV) should be not
units / 1.5 more than 15.0/
OnHoposHOCTD IToxasarens npuemnemoctd (AV) nomken
JO3HPOBaHUS ObITh He Horee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.1 more than 15.0/
- Paracetamol/ ITokazaTens npuemneMoctu (AV) nomkex
napayeramo 6bITH He 6oJtee 15,0
9 |Microbial limits /
Mukpobuonoruyeckas
4HCTOTA

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 1g / OtcyrcTBue B
Ir

—

Remarks: The Product conforms to ND/
IIpumeuanne: [Ipoaykr cooTBeTCTBYET Tpeboanuam HJI

Opinion: APPROVED
3akmouenue: ONOBPEHO

Prepared by /
ITogrotosneno: Naresh
Kumar (Y

<
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Checked by /
IlpoBepeHo: Pardeep Kumar

-

Approved by: Manager/Executive
/Onobpeno:Menemxep/PykoBour
enb . Amit Kumar
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CERTIFICATE OF ANALYSIS
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yrauu®, Tab1eTKH, NOKPHITHIE ILIEHO4YHOH 060/104K0ii, 400 Mr + 325 mr
Batch No / Cepust Ne : V2300202 Batch Quantity / O6bem naprnu : 727.5 KG
Analytical Report No / Auasmrayecknii oTaer No : Date of Analysis / laTa ananu3a: 08.02.2023
040001755657
Date of Manufacture / /lata npouseoactsa : Jan-2023 |Date of Expiry / Cpok roaunocts : Dec-2027
Analysis performed according ND / Ananus nposegen no HJI: T N011252/01-300522
10 |Assay/ 3600 to 440.0 mg of C;3H;0,
Konuuecteennoe 392.4mg/392.4 Mmr (Ibuprofen) per tablet /
onpeJieyieHne Ot 360,0 mr mo 440,0 mr C;3Hi30;
(nOynpoden) B TabneTke
2925 to 3575 mg of CsHoNO,
323.29 mg/323.29 mr (Paracetamol) per tablet /
Ot 2925 mr jgo 357,5 mr CgHoNO,
(mapanieramon) B Tabnerke
11 | Package / Ynakoska 10 tablets in PVC/AI blister. 1 |10 tablets in PVC/AL blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / Tlo 10 [in a carton. / ITo 10 Ta6netox B [IBX/Al
tabnerok B [IBX/Al 6muctep. ITo 1 |Gnuctep. Ilo 1, 2 uam 20 6amcrepoB B
OmucTepy B Mayky KapTOHHYIO |Madky KapTOHHYO BMECTE c
BMECTE C HHCTPYKIUEH HHCTPYKLUEH IO NPUMEHEHHIO.
110 IPUMEHEHHIO. |
12 | Labeling / Mapkuposka| According to ND. / B cooTBeTCTBHH C H/I.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue ITpu Temnepatype He BeIE 25 °C,
14 | Shelf'life / Cpox 5 years/ 5 ner
TFOJHOCTH

Remarks: The Product conforms to ND/
ITpumeuanue: [Iponykr cootBercTByeT TpeboBanusM HJT

Opinion: APPROVED
3axarouenune: OJIOBPEHO

Prepared by /
IlonrotoeneHo: Naresh

Kumar @
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Checked by /
ITpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive
/OnobpeHo:Menemkep/PykoBoaut
enb : Amit Kumar
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