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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, TabaeTkH, NOKPHITHIE MJIEHOYHOI 0601049K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2202688 Batch Qu

antity / O6bem napTun : 1164.0kG

040001727200

Analytical Report No / AHajnTHYeckdif oTyeT Ne :

Date of Analysis / /laTa ananuza: 06.01.2023

Date of Manufacture / JaTa npoussojcTsa : Dec-2022

Date of Expiry / Cpok roanocty : Nov-2027

Analysis performed according ND / Ananu3 nposeaen mo HJI: I1 N011252/01-300522

cross section - white core. /Tabnerku
KanCyaOBUAHOH (GOPMBI, TOKPBITHIE
TUICHOYHOH 060JIOUKON OpaHXeBOro
11BETa, C PUCKOH Ha OJHOH CTOpOHE;
Ha TIOTNIEPEeYyHOM paspe3e — SApo
6enoro 1BeTa.

Ne  [Test / Iloka3zaTesib Results/ PesynbTaTsl Specification / Hopma
1 |Description/ Onucanune |Capsule-like orange-coloured film-|Capsule-like orange-coloured film-coated
coated one-side scored tablets; on|one-side scored tablets;

on cross section- white or off-white core. /
Tabnerku  kancynoBuaHO#  opMbl,
MOKPBITHIE NIIEHOYHOM 000104KO#
OpaHXEBOTo 1BETa, C PUCKOW Ha OAHOI
CTOPOHE; Ha IMONEePEeyHOM paspese — sapo
6eJioro ik NouTH OeNoro UBeTA.

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyanne: [Ipoaykt cooTBeTcTBYET TpeGoBanusm HJI 3akiouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[loarotosneno: Naresh IIpoBepeno: Pardeep Kumar /OnobpeHo:Menemxep/PykoBoIUT
Kumar A enb Manoj Kumar :

@/ C)Lf i m‘f
Reprint Date: 05.01.2023 Reprint Date: 05.01.2023 Reprint Date: 05.01.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykana®, TabJeTKH, NOKPBIThIE IIeHOYHOH 000J04K0l, 400 Mr + 325 mr

Batch No / Cepus Ne : V2202688

Batch Quantity / O6bem mapTuu : 1164.0kG

040001727200

Analytical Report No / Ananuruyeckuii ordyer No :

Date of Analysis / [laTta ananu3za: 06.01.2023

Date of Manufacture / lata npousBoacrsa : Dec-2022

Date of Expiry / Cpok rogsoctn : Nov-2027

Analysis performed according ND / Ananaus nposeaen o HJI: [T N011252/01-300522

2 Identification /
IognuHHOCTD

Complies as prescribed/
CooTBeTcTBYyeT

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) /

BpeMmeHa ynep>XUBaHHS OCHOBHBIX NMUKOB
Ha XpoMaTorpamme MCIIBITYEMOTO
pacTBOopa  JIOJDKHBI ~ COOTBETCTBOBAThb
BpEMEHaM  YJAEp>KMBaHMUs I[IMKOB  Ha
XpoMaTorpaMMe pacTBOpa CTaHIapTHBIX
o6pasioB ubynpodeHa u napaneramona

Cpenusis macca
TabJIEeTOK

(paznen «KonuyecrseHHoe
onpeaeneHye)
3 |Average tablets weight 970.5 mg/ 970.5 mMr 940.9 mg to 999.1 mg

(970.0 mg +3%) /
Ot 940,9 M o
(970,0 Mr + 3 %)

999,1 Mr

4 |Disintegration /
PacnamaeMocThb

08 min /08 muun

Not more than 30 minutes /
He 6onee 30 Mun

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cootBercTByeT TpeboBanuam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Naresh
Kumar U

-

Checked by /
IIposepeno: Pardeep Kumar

4

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

ens Manoj Kumar W/
L
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauH®, Ta6aeTKH, NOKPHITHIE IIEHOYHOH 060/1049K0i, 400 mr + 325 mr
Batch No / Cepust Ne : V2202688 Batch Quantity / O6bem maptus : 1164.0kG
Analytical Report No / AnanuTndecknii oruer Ne : Date of Analysis / [laTa ananau3za: 06.01.2023
040001727200
Date of Manufacture / Jlata npousBoactsa : Dec-2022 |Date of Expiry / Cpok roanocrs : Nov-2027
Analysis performed according ND / Anaan3 nposegen no HJI: [T N011252/01-300522
5 |Dissolution / Not less than 70% (Q) CizHisO2
PactBopeHHue 93% to 101 % (Ibuprofen) dissolved in 30 minutes /
He wmenee 70 % (Q) Ci3H 130,
(mGynpoden) uepes 30 MHH
Not less than 70% (Q) CsHgNO;
97% to 103 % (Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO»
(mapaueramonn) yepes 30 MuH
6 |Related substances / 4-aminophenol (paracetamol impurity) /
PoicTBEHHbBIE IPUMECH 0.0001% 4-amyHOeHON (MpUMeECH TapaieTamosa)
Method 1/ Meton 1 - not more than 0.005% /
He 6ouee 0,005 %
0.03%
Method 2 / Meron 2 Any individual impurity (of ibuprofen or
paracetamol) / Jlrobas  envHW4HAsA
MIPUMECH (ubynpocdeHna UJIH
napaueramorna) - not more than 0.3% /
He Ousiee 0,3 %o
0.03% Total impurities (Method 1+ Method 2) /
Cymma npumeceii (Meron 1 + Meton 2) -
not more than 0.7% / He 6onee 0,7 %
9 |Water/Bona 1.3% Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
Lllpumeyanue: 1 1poayKT cooTBETCTBYET TpedoBaHusaM HJJ

Opinion : APPROVED
Buriwuenne. OJOLI'EIIO

Prepared by /
[Toarorosneno: Naresh
Kumar

9

——

Checked by /
[TpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peHo:Menepxep/PykoBoanut

enb Manoj Kumar
Vo
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, TabueTK, NOKPLITHIE 1eH04HOIi 060104K0ii, 400 mMr + 325 mr

Batch No / Cepus No : V2202688

Batch Quantity / O6bem nmapru : 1164.0kG

040001727200

Analytical Report No / Ananurnyecknii oT4er Ne :

Date of Analysis / laTa ananusa: 06.01.2023

Date of Manufacture / laTta npou3goacTsa : Dec-2022

Date of Expiry / Cpox rogaocti : Nov-2027

Analysis performed according ND / Anaan3 nposegen mo HJI: TI N011252/01-300522

10 |Uniformity of dosage

Acceptance value (AV) should be not

a) Total aerobic
microbial count /
Oo0uiee yucio
a’pOOHBIX
MHKPOOPTaHHU3MOB

b) Total combined
yeasts and mould count
/ O61wee yucio
JIPOXOKEBBIX U
IJIECHEBBIX TpUOOB

¢) E. coli

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

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

Absent in 1g/ OTcyTcTByer B Ir

units / 1.8 more than 15.0 /
OnHOpOIHOCTh I[Tokazaress npueMieMocTd (AV) nomkeH
JO3UPOBAHHS 6bITh He DoJiee 15,0
- Ibuprofen /ubynpoden
1.8 Acceptance value (AV) should be not
more than 15.0 /
- Paracetamol/ ITokazaTesb npuemieMocTd (AV) nomkeH
napaneTamon 6b1Th He 6onee 15,0
11 |Microbial limits /
Mikpobuonorungeckas
YHCTOTA

Not more than 1000 CFU/g/
He Gonee 1000 KOE/r

Not more than 100 CFU/g/
I1e 6onee 100 KOE/r

Shall be absent in 1lg / OtcyrcTBHE B
Ir

Remarks : The Product conforms to ND/
MpuMeuanue: [Tpojykl covrBercrsyer rpebusdanmam HIT

Opinion : APPROVED
Jaremottonuet OQJOBPEHO

Prepared by /
IToarorosneHo: Naresh

Kumar @
]

—

Checked by /
ITposepeHo: Pardeep Kumar

-

Approved by: Manager/Executive
/Ono6peno:Menenxep/Pykosoaur
enb Manoj Kumar ;
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykanH®, Ta61eTKH, TOKPLITHIE ILIeHO4HOli 060/104K0#, 400 mMr + 325 mr

Batch No / Cepusi Ne : V2202688 Batch Quantity / O6bem napTun : 1164.0kG
Analytical Report No / AHanuTu4ecknii oryer Ne : Date of Analysis / laTa ananu3a: 06.01.2023
040001727200

Date of Manufacture / [lata npoussoacTBa : Dec-2022 |Date of Expiry / Cpok ropnocts : Nov-2027

Analysis performed according ND / Anaan3 nposeaen mo HJI: [T N011252/01-300522

12 |Assay/ 360.0 to 440.0 mg of CiHisO
KonnyectBeHHOE 399.2 mg/399.2 Mmr (Ibuprofen) per tablet /
onpeneseHue Ot 360,0 mr no 440,0 mr Ci;3HisO:

(ubynpocden) B TabneTke

292.5 to 357.5 mg of CgHoNO;
327.45 mg/ 327.45 mr (Paracetamol) per tablet /

Ot 292,5 mr mo 357,5 mr CsHoNO:
(naparieramod) B TabyeTke

13 | 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. / Ilo 10 [in a carton. / [To 10 Tabnetok B TIBX/Al
tabnetok B [IBX/Al 6iucrep. ITo 1 |Gmucrep. Io 1, 2 unu 20 6nucrepos B

GnicTepy B TNa4yKy KapTOHHYKO |MadKy KapTOHHYIO BMeECTe c
BMECTe C  MHCTpYKUMEH [0 |HHCTPYKLMEH IO MPUMEHEHHIO.
IPUMEHEHHIO.
14 | Labeling / MapkupoBka | According to ND. / B coorserctuu ¢ H]I,
15 | Storage conditions / At temperature not more than 25 °C./
XpaHenue ITpu Temneparype He Boiine 25 °C.
16 | Shelflife / Cpox 5 years / 5 ner
rOJIHOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: IIpoaykT cooTBeTcTBYeT Tpeboanuam HJI 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Moarorosneno: Naresh [Tpoeepeno: Pardeep Kumar /Ono6peno:Menemxep/PykoBoaur

Kumar ens Manoj Kumar

—
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