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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, TabneTku, NOKPLITHIE N1EHOYHOI 000104K0#, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2300263 Batch Quantity / O6bem maprtun : 727.5 KG
Analytical Report No / Auaautnueckuii oryer No : Date of Analysis / JlaTa ananuza: 23.02.2023
040001771034

Date of Manufacture / Jlata npoussoacrsa : Feb-2023 |Date of Expiry / Cpox rogsocti : Jan-2028

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

No | Test / [Tokasaren Results/ Pe3yabTaThl Specification / Hopma
1 |Description/ Onucanue |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. /
KancynopunHoil dopmbl, mokpbiThie| TabneTku KarcyJIOBUHOH bopmMBl,
TJICHOYHOH 0DONOYKOH OpaHKEeBOro|MOKPBITbIE IJIEHOYHOH 000J104KOii
1BeTa, ¢ PHUCKOM Ha OJHOH CTOPOHE;|CGPaHKEBOTO LBETA, C PUCKOM Ha ONHOI
Ha TIONEPEYHOM paspese — AAPO|CTOPOHE; Ha NOMEPEUHOM pazpese — SAPo
oenoro ugeTa. 6enoro HnM noutu 6EJIOro LBeTa.
Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeyanue: [Ipoaykr cooteeTcTBYeT TpeGoBanusam HJT 3axkmoyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
HoarotoBneHo: Shivani [TposepeHo: Pardeep Kumar /Onobpeno:Menemxep/PykoBoaur
Devi AT mf’/ enb : Amit Kumar
7 _ /&_ﬁ;L/__
Reprint Date: 23.02.2023 Reprint Date: 23.02.2023 Reprint Date: 23.02.2023
Hara: JHara: Hara:
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MO6ykaun®, TabJaeTKH, MOKPHIThbIE IL1EHOYHOI 060104K0MH, 400 Mr + 325 mMr
Batch No / Cepust Ne : V2300263 Batch Quantity / O6bem napriu : 727.5 KG
Analytical Report No / Ananurndeckuii order Ne : Date of Analysis / Jlata ananu3za: 23.02.2023
040001771034
Date of Manufacture / JlaTa npoussoactsa : Feb-2023 |Date of Expiry / Cpok roguocty : Jan-2028
Analysis performed according ND / Anasu3 nposenen no HA: [1N011252/01-300522
2 Identification / Complies as prescribed/ The retention times of the main peaks on
[lopnMHHOCTE CoOOTBETCTBYET 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 yaepKHBaHUsl OCHOBHBIX MHKOB
Ha XpoMaTorpamme UCTTBITYEMOrO
pacTBOpa  JOJDKHbl  COOTBETCTBOBATDH
BpeMeHaM  yIEPXKHBaHMs THUKOB  Ha
XpOMaTorpaMme DacTBOpa CTaHAAPTHBIX
obpasLoB HOynpoeHa M MapaleraMona
(paznen «KonuuectseHHOE
oTpeleieHue»)
3 |Average tablets weight 966.5 mg / 966.5 Mmr 940.9 mg to 999.1 mg
Cpenusis Macca (970.0 mg + 3%) /
TabneTok Or 940,9 MI J0 9991 MT
(970,0 mr + 3 %)

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [IpoaykT cooTBeTcTByeT TpeboBanusam HJJ 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarorosneHo: Shivani IIposepeHo: Pardeep Kumar /Ono6peHo:Menenxep/Pykosoaur
Devi %T Q[/ enb : Amit Kumar

Ropiint Date: 22.02.20232 Reprint Date: 22.02.2077 Roprint Dato: 23.02.2023

Hara: Jara: JHara:
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauH®, Ta6/1eTKH, MOKPBIThIE IIEHOYHOH 000104K0i, 400 -Mr + 325 mr

Batch No / Cepusi Ne : V2300263

Batch Quantity / O6bem maptun : 727.5 KG

040001771034

Analytical Report No / AHanuTiH4ecKHi oryer Ne :

Date of Analysis / JlaTa ananu3za: 23.02.2023

Date of Manufacture / laTta npon3soacTsa : Feb-2023

Date of Expiry / Cpok roanoctd : Jan-2028

Analysis performed according ND / Ananns nposeaen no HJ/I: TT NO11252/01-300522

4 |Disintegration /
PacnanaemocTsb

06 min /06 M1

Not more than 30 minutes /
He 6omnee 30 muH

5 |Dissolution /
PactBopenne

98 % to 103 %

95% to 99 %

Not less than 70% (Q) Ci3H 150,
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CiHigOq
(ubynpoden) uepes 30 mun
Not less than 70% (Q) CsHoNO,

(Paracetamol) dissolved in 30 minutes /
He wMenee 70 % (Q) CiHoNO:
(mapaueramon) yepes 30 MuH

6 |Related substances /
PoncTBeHHBIE PUMECH
Method 1/ Metox 1

Method 2 / Meton 2

0.0002 %

0.03%

0.03%

4-aminophenol (paracetamol impurity) /
4-amuHObeHON (MpUMECh MapaLeraMmoa)
- not more than 0.005% /

He 6oee 0,005 %

Any individual impurity (of tbuprofen or
paracetamol) / Jliobas  eaMHU4HAas
NpuUMech (ubynpodeHa WIH
napaietamona) - not more than 0.3% /

He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceii (Merton 1 + Meton 2) -
not morc than 0.7% / 11c 6onee 0,7 %

Remarks: The Product conforms to ND/
IIpumeuanue: ITpoaykTt cooTBeTcTBYET TpeboBaHMsAM HJI

Opinion: APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
TTogrororneno: Shivani

Devi »-r)—*

Checked by /
[TpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive
/0O n06peHo:Menemxep/PykoBoaut
enb : Amit Kumar
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Reprint Date: 23.02.2023
JaTa:

Reprint Date: 23.02.2023
JlaTa:

Reprint Date: 23.02.2023
Harta:
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HoyKkanu®, TabaeTKky, NOKPLIThIE IJIeHOYHOH 000104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300263 Batch Quantity / O6bem naprau : 727.5 KG
Analytical Report No / AnanuTrndeckuii order Ne : Date of Analysis / Jlara anaansza: 23.02.2023
040001771034

Date of Manufacture / JJlaTa npoussoacrsa : Feb-2023 |Date of Expiry / Cpok roanocru : Jan-2028

Analysis performed according ND / Ananus nposenen no HJI: T1NO11252/01-300522

7 |Water/Bona 1.4 % Not more than 5.0% /
He 6onee 5,0 %
& |Uniformity of dosage Acceptance value (AV) should be not
{units / 1.1 more than 15.0/
OnHOpPOHOCTD [okazarens npueMaeMocTH (AV) nokeH
JIO3HPOBaHMSI ObITh He 6onee 15,0
- Ibuprofen /ubynpogen '
Acceptance value (AV) should be not
1.1 more than 15.0/
- Paracetamol/ TNokazarens npueMieMocty (AV) nomkeH
napateramon ObITh He Gonee 15,0
9 |Microbial limits /
MukpoOuosoruueckas
YHUCTOTA
|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
O61ee uucno
a’pOOHBIX
MHUKPOOPTaHU3MOB
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
/ Ob1uee 4ucio
JIPOMOKEBBIX U
TUICCHEBBIX TPUOOB
¢) E. coli Absent / OTcyTCTBYET Shall be absent in lg / OtcyrcTBHE B
Ir
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [TpoaykT cootBetcTByeT TpeboBaHMAM HJT 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[MoarorosneHo: Shivani [TpoeepeHo: Pardeep Kumar /Onobpeno:Menemxep/Pykosoaur
Devi /ﬁ enb : Amit Kumar
¢ r CD/L j&\ ..::;/’
Reprint Date: 23.U2.2U23 Reprint Date: 23.02.2023 Reptint Date: 23.02.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg 4‘
NoykauH®, TableTkH, NOKPBITHIE MIEH04HO0i 060J04K0il, 400 Mr + 325 mr .
Batch No / Cepus Ne : V2300263 Batch Quantity / O6bem naprun : 727.5 KG
Analytical Report No / Anaautnueckuii oTuer No : Date of Analysis / lata ananu3za: 23.02.2023

040001771034
Date of Manufacture / JIata npoussogcrsa : Feb-2023 |Date of Expiry / Cpoxk rogsoctu : Jan-2028
Analysis performed according ND / Anamus nposenen o HJI: I1 N011252/01-300522

10 |Assay/ [360.0 to 4400 mg of C;3Hi0,
KonnuectseHHoe 398.8 mg/398.8 Mmr (Tbuprofen) per tablet /
onpeneneHue Ot. 360,0 mMr mo 440,0 mr CpiHiz0;

(ubynpoden) B Tabnerke

2925 to 3575 mg of CgHoNO,
321.09 mg/321.09 mr (Paracetamol) per tablet /

Or 292,5 mr jpo 357,5 mr CgHoNO,
(mapaiteraMon) B TabneTke

11 | Package / YnakoBka 10 tablets in PVC/Al 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 ta6nerox B [IBX/Al
tabnerok B [IBX/Al 6nncrep. Tlo 1 [6nnctep. [lo 1, 2 mwan 20 6ancrepos B
OmicTepy B Nayky KapTOHHYIO |Mauky KapTOHHYIO BMECTE c
BMECTE ¢ HHCTpYKLHeil HUHCTPYKLIUEH 0 MPUMEHEHMIO.

110 TPUMEHEHHUIO.
12 | Labeling / Mapkuposka| According to ND. / B cooTeTcTBUM ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue ITpu temneparype He Bbite 25 °C,
14 | Shelflife / Cpoxk 5 years / 5 ner

TOIHOCTH
Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanue: [poaykr cooTBeTcTBYyeT TpebGosanusam H]T 3axmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[loarotosneHo: Shivani IIposepeno: Pardeep Kumar /O po6peno:Menemxep/PykoBoguT
Devi ) T QL/ eslb : Amit Kuma\x:

: ¥ [X“"_:if'
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