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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, Ta6aeTKH, OKPBITHIE MJ1eH04HOi 060/104K0ii, 400 mMr + 325 mMr

Batch Quantity / O6bem naptun : 776.0kG

Batch No / Cepust Ne : V2202589

890001636195,890001635050

Analytical Report No / AnanuTudyeckuii order Ne :

Date of Analysis / JlaTa ananusa:
26.12.2022

Date of Manufacture / Jlata npon3poacrsa : Oct-2022

Date of Expiry / Cpok rognoctu : Sep-2027

Analysis performed according ND / Anaans nposegen nmo HJI: 11 N011252/01-300522

Ne |Test/ Iloka3saTeib Results/ Pe3yjibTaThl Specification / Hopma
1 |Description/ Onucanne |Capsule-like orange-coloured film- Capsule-like orange-coloured film-coated
coated one-side scored tablets; on|one-side scored tablets;
cross section - white core./TabneTku|on cross section- white or off-white core. /
KarcynOBUAHOH (OpPMBI, MOKpbIThie|TabneTkn  KancyJoBUAHOH  (opMbl,
NIEHOYHOH OBOJIOUKOM OpaHXEBOro|MOKPhITEIE  ILIEHOYHOH obonoukoit
LIBETa, C PUCKOI Ha OIHON CTOPOHE;|OpaHXXEBOro LBETa, C PUCKOM Ha OJHOM
Ha TONEPEYHOM pa3pe3e — sApO|CTOPOHE; Ha MOTEPEYHOM paspese — sapo
Oenoro LBeTa. 0eJIoro MK oYTH 6eI0ro LBETA.
2 Identification / Complies as prescribed/ The retention times of the main peaks on
[ToaNMHHOCTB 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 ynepKHBaHHs OCHOBHBIX ITHKOB
Ha XpomarorpaMme HCIIBITYEMOro
pacTBopa  IOJKHBI  COOTBETCTBOBAThH
BpEMEHAM  YIEep)KUBaHWs IIMKOB  Ha
XpoMaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpasuoB ubynpodeHa ¥ mNapaneramosa
(paznen «KonnuecTBeHHOE
OIIPEAEIEHHEN)

Remarks : The Product conforms to ND/
Ipumeuanue: ITpoaykT cooTBeTcTBYET TpeboBaHraM HJI

Opinion : APPROVED
3akmouenue: OJJOGPEHO

Jara;

i

Prepared by / Checked by / Approved by: Manager/Executive
[logroroBieHo: [TpoBepeHo:Ramakant /OnobpeHo:Menemxep/PyKkosoau
Pravesh Rana [ ) Tens Amit Kugar _
* ) ‘l‘_,_- 'r_/ —
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
NoyxkanH®, TabJeTKH, NOKPBIThIE NUIEHOYHOH 000/109K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2202589

Batch Quantity / O6bem naptuu : 776.0kG

" |Analytical Report No / ARanuTHYeckHii oTyeT Ne :
890001636195,890001635050

Date of Analysis / laTa anasn3a:
26.12.2022

Date of Manufacture / lata npoun3ssoacrsa : Oct-2022

Date of Expiry / Cpok roanocts : Sep-2027

Analysis performed according ND / Anamus nposegen mo HJI: TI N011252/01-300522

Poxncreennsie npumecu
Method 1/ Metog 1

Method 2 / MeTton 2

impurity):
0.0001%

0.04%

0.04%

3 | Average tablets weight 968.6 mg / 968.6Mr 940.9 mg to 999.1 mg
Cpennss macca (970.0 mg £+ 3%) /
TabJIeToK Or 940,9 wMr go 999,1 MT
(970,0 Mr+ 3 %)
4 | Disintegration / 08min /08 MuH Not more than 30 minutes /
PacnanaeMocTs He 6onee 30 Mux
5 |Dissolution / Not less than 70% (Q) CisHis0o
PacTBopeHiie (Ibuprofen) dissolved in 30 minutes /
He w™enee 70 % (Q) CisHisO,
" oy Aynpoden) wepez A0 mun
95 To 101 % (whymp P
° Not less than 70% (Q) CsHoNO:
(Paracetamol) dissolved in 30 minutes /
He wMenmee 70 % (Q) CsHoNO;
97 To 101 % (napauertamon) gepe3 30 MUH
6 |Related substances / Possible options of reporting (for_each|4-aminophenol (paracetamol impurity) /

4-amuHOGbeHON (MpUMeCh MapaleTaMona)
- not more than 0.005% /
He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlwobas enuHHYHag
NpUMeECh (ubynpodena 70t
napaueramona) - not more than 0.3% /

He 6onee 0,3 %

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanne: [poaykr cootBercTBYeT Tpebopanusam HII | 3akmouenne: OJOPEHO
Prepared by / Checked by / Approved by: Manager/Executive
INoaroToBneHo: _ IIpoBepeHo:Ramakant /OnobpeHo:Menemxep/PykoBonu
Pravesh Rana / " Uﬁ Tens Amit Kumar
4 W oo :
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauH®, Tab1eTKH, NOKPLIThIE NJIeHOYHOi 060J04K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2202589

Batch Quantity / O6bem naptun : 776.0kG

Analytical Report No / Ananurudeckuii oTuer Ne :
890001636195,890001635050

Date of Analysis / lata ananusa:
26.12.2022

Date of Manufacture / lata npousBoacrsa : Oct-2022

Date of Expiry / Cpok rogHoct : Sep-2027

Analysis performed according ND / Anasns nposeges mo HJ: IT N011252/01-300522

Mukpobuonorudeckas
YHUCTOTA

a) Total aerobic
microbial count /
O61ee uucno
a3pOOHBIX
MHKPOOPraHU3MOB

b) Total combined
yeasts and mould count
/ Ob1uee uucno
JPOMNOKEBBIX U
TICCHEBBIX MpUbOB

¢) E. coli

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

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

Absent in 1g/ OtcyTcTBYET B 1T

9 |Water/Bogaa 1.3% Not more than 5.0% /
He 6onee 5,0 %
10 |Uniformity of dosage
units /
OnHopoaHoCTh Acceptance value (AV) should be not
JIO3MPOBaHHUS 1.2 more than 15.0 /
- Ibuprofen /ubynpoden Ioxazarens npuemieMocT (AV) nomkeH
OBITE He OoJee 15,0
- Paracetamol/ 1.2 Acceptance value (AV) should be not
napaieTaMmon more than 15.0 /
TMoxasarens npuemieMocTd (AV) omkeH
OLITL 11€ H6oJee 15,0
11 |Microbial limits /

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 / OtcyTcTBHE B
Ir

Remarks : The Product conforms to ND/
ITpumeuanne: [IponykT coorBercTByeT TpeboBanusam HJJ

Opinion : APPROVED
3axmouenue: OMOBPEHO

Prepared by /
[ToarorosnieHo: )
Pravesh Rana /

Checked by /
[TpoepeHo:Ramakant

G

Approved by: Manager/Executive
/O n06peno:Menemxep/Pykosoaun
tenb Amit Kymar _
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxauH®, TabJeTKH, MOKPBITHIE ILJIEHOYHOI 060104K0ii, 400 Mr + 325 Mr

Batch No / Cepusi Ne ;: V2202589

Batch Quantity / O6bem naptuu : 776.0kG

890001636195,890001635050

Analytical Report No / AHaquTHYecKHii oT4eT Ne :

Date of Analysis / laTa ananusa:
26.12.2022

Date of Manufacture / laTta npousBoacTna : Oct-2022

Date of Expiry / Cpox rogHoctH : Sep-2027

Analysis performed according ND / Ananu3s nposeaen mo HJI: TIN011252/01-300522

392.5mg/392.5 mr

326.72 mg / 326.72 mr

12 |Assay/ 360.0 to 440.0 mg of C;3HisOs
KonnuectBenHoe (Ibuprofen) per tablet /
orpeJieNieHne Or 360,0 mr go 440,0 mr C;3H;30,

(ubynpocen) B TabneTke
2925 to 3575 mg
(Paracetamol) per tablet /
Or 292,5 mr mo 357,5 mr CsHoNO;
(mapaneTramon) B TabyieTke

of CsHoNO;

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6nucrep. Io 1

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / Ilo 10 Tabnetok B [IBX/Al
6auctep. IMo 1, 2 wnm 20 Gnuctepor B

onicTtepy B MAaMKy KAPTOHHYK |TaHKy KapTOHHYIO BMCCTC c
BMeCTe C  MHCTPYKUMEH MO |MHCTpyKuuel Mo IPUMEHEHHIO.
NPHMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootBerctBuu ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue ITpu temnepatype He Bblile 25 °C.
16 | Shelf life / Cpox 5 years /5 ner
COHOCTH

Remarks : The Product conforms to ND/
IIpumeuyanne: [Ipogykr cootBeTcTBYeT TpeboraHusM HJI

Opinion : APPROVED
3akarouenue: OJOBPEHO

Jara:

Prepared by / Checked by / Approved by: Manager/Executive
IToarorosnexo: ITposepeno:Ramakant /Ono6peno:Menemxep/Pykosoau
Pravesh Rana /) 7 Li,r Tens Amit Kumar .
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