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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
UOyranu®, rabieTku, MOKpbITHIE MISHOYHOiI 060.104K0ii, 400 Mr + 325 mr

—

Batch No / Cepus No : V2202680

Batch Quantity / O6bem naprun : 727.5kG

040001724898

Analytical Report No / Ananuruueckuii otuer No :

Date of Analysis / lata anaamsa: 05.01.2023

Date of Manufacture / Jlara Npou3eoacTea : Dec-2022 |Date of Expiry

/ Cpok roauoetn : Nov-2027

Analysis performed according ND / Anasus nposenen o HJ: ITN011252/01-300522

Ne Test / IloxazaTtenn

Results/ PesyabTaTsi

Specification / Hopma

I |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Ta6erkn
KarncynoBUNHON (QOPMBI, MOKPHITHIE
TNJIEHOYHO# 0605104K0ii OpaHxeBOro
LIB€Ta, C PUCKOH Ha OJHOI CTOpOHE;
Ha TMONEpeYyHOM paspese — sApo
Gernoro ugera.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetku  kancynosumHoi tbopMel,
MOKPBIThIE TIJIEHOYHOH obonoukoi
OpaHXeBOro IBETa, C PUCKOH Ha ONHOI
CTOPOHE; Ha MOMEPEUHOM paspese — supo
Gesoro unu nourn Genoro usera.

Remarks : The Product conforms to ND/
IIpumeuanue: [poaykr COOTBETCTBYET TpeboBaHusiM H][

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
[ToaroroBneno: Naresh
Kumar

Checked by /
ITposepeno: Pardeep Kumar

f -

Approved by: Manager/Executive
/Ono6pero:Mene mep/PykoBouT

ey Manoj Kumar @/D/K
L
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxanu®, TabneTki, IOKPHITHIE NUIEHOYHOI o60.s104ko0ii, 400 mr + 325 mMr

Batch No / Cepusa Ne : V2202680

Batch Quantity / O6bem mapruu : 727.5kG

040001724898

Analytical Report No / Ananntuueckuii oTuer No : Date of Analysis / laTa ananusa: 05.01.2023

Date of Manufacture / Jlata nponssozncrea : Dec-2022 |Date of Expiry / Cpok roguoctn : Nov-2027

Analysis performed according ND / Ananns nposenen no HI: TTN011252/01-300522

3 |Average tablets weight
Cpennsas macca
TabNeToK

2 Identification / Complies as prescribed/ The retention times of the main peaks on
IoanuHHOCTE CootsercTBYET 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 ynepxuBaHus OCHOBHBIX MTUKOB
Ha XpoMaTorpamMme HCIIBITYEMOTO
pactBopa  JOMDKHBI  COOTBETCTBOBATD
BpEMEHAM  yNEp)KUBaHHUS TIMKOB  Ha
XpoMarorpaMMe pacTBOpa CTAHAAPTHBIX
obpasuoB ubynpodera W napaneramona

(pazmen «Konnuecteennoe
OnpeeneHue)

968.5 mg/ 968.5 mr 940.9 mg to 999.1 mg
(970.0 mg + 3%) /

(0) 940,9 MI 70 9991 MI'
(970,0 Mmr £ 3 %)

4 Disintegration / 08 min /08 mun Not more than 30 minutes /
|Pacnaz[aeM00Tb He 60ee 30 Mun

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanue: [1poaykr coorsercTayer TpeGoBanusiM HJI 3aknmodenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive

IToarotosneHo: Naresh [Iposepeno: Pardeep Kumar /Ono6peno:Menemkep/PykoBoaut

Kumar @( y: enb Manoj Kumar — 1
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOykann®, TabneTki, HOKPLITHIE IIEHO4HOI 060/104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2202680 Batch Quantity / O6bem naptiu : 727.5kG
Analytical Report No / Auanmutuyecknii oTuer Ne : Date of Analysis / laTa ananuza: 05.01.2023
040001724898

Date of Manufacture / lata npoussozcrsa : Dec-2022 |Date of Expiry / Cpok rognocts : Nov-2027

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

5 |Dissolution / Not less than 70% (Q) CpiH50,
PacTBopeHne 97% to 104 % (Ibuprofen) dissolved in 30 minutes /

He menee 70 % (Q) Ci3sHi50,
(ubynpoden) yepes 30 mun

Not less than 70% (Q) CsHoNO,
95% to 102 % (Paracetamol) dissolved in 30 minutes /
He w™emee 70 % (Q) CgHoNO»
(napaueramon) yepes 30 MuH

6 |Related substances / 4-aminophenol (paracetamol impurity) /
PopcTBeHHbBIE IpHMeCH 0.0001% 4-amunodeHon (MpuMech Napaieramona)
Method 1/ Meron 1 - not more than 0.005% /

He 6onee 0,005 %

0.04%
Method 2 / Meton 2 Any individual impurity (of ibuprofen or
paracetamol) / Jliobas eauHu4HAs
NpUMECh (ubynpodena HIn
napaueTramona) - not more than 0.3% /
He 6ouee 0,3 %
0.04% Total impurities (Method 1+ Mcthod 2) /
Cymma npumeceii (Meton 1 + Metoz 2) -
not more than 0.7% / ne 6osee 0,7 %
9 |Water/Bona 1.4 % Not more than 5.0% /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [TpoaykT coorBercTByeT TpeGopanusam HJI 3axmodenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[HoaroroeneHo: Naresh IIposepeno: Pardeep Kumar /O no6peno:Menemxep/Pykosoaur
Kumar @ enp Manoj Kumar ] .
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykauu®, Tabnerkn, NOKPBITHIE IVICHOYHOM 06004K0ii, 400 Mr + 325 mMr

Batch No / Cepun Ne : V2202680

Batch Quantity / O6vem napriu : 727.5kG

040001724898

Analytical Report No / AnanuTnyecknii oraer Ne :

Date of Analysis / Jlata ananuza: 05.01.2023

Date of Manufacture / lata nponsBogacTea : Dec-2022

Date of Expiry / Cpok roasocrs : Nov-2027

Analysis performed according ND / Anasnus nposejen n

o HJI: ITN011252/01-300522

10 |Uniformity of dosage
units /
OnxoponnocTs
JO3UPOBaHUA

- Paracetamol/
Mapamneramon

- Ibuprofen /uGynpopen

1.4

1.4

Acceptance value (AV) should be not
more than 15.0 /

Iokasaresns npuemnemoctd (AV) nomxen
ObITh He 6onee 15,0

Acceptance value (AV) should be not
more than 15.0 /

Iokazatens npuemnemoctu (AV) nomxen
ObITh He Hosiee 15,0

11 [Microbial limits /

YUCTOTA

a) Total aerobic
microbial count /
Ob1tee uncio
a3pOoOHBIX
MHKPOOPTraHHU3MOB

b) Total combined
/ Ob1uee vucno
IPOACKERRIX U

TUTECHEBBIX rPUOOB

c) E. coli

Muxpo6uonoruueckas

yeasts and mould count

Less than 10 CFU/g /
Menee 5 10 KOE/r

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

Absent in 1g / OrcyrerByer B 1t

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 / Orcyrcreue B

Ir _J

Remarks : The Product conforms to ND/
ITpumeuanne: Hpogykr COOTBETCTBYET TpeGoranusam HJT

Opinion : APPROVED
3akmoyenue: OJJIOBPEHO

Prepared by /
IMoarorosneno: Naresh

Kumar @
/

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno:Mene mxep/PykoBoauT
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaunn®, tabnerkn, NOKPLIThIE MJIEHOYHOH 0607104K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2202680

Batch Quantity / O6wem naprun : 727.5kG

040001724898

Analytical Report No / AranaTu4eckmii orger Ne :

Date of Analysis / IaTa ananu3a: 05.01.2023

Date of Manufacture / /Iata npouseoacrea : Dec-2022

Date of Expiry / Cpok rognoctsn : Nov-2027

Analysis performed according ND / Ananns nporegen mo HI: T1N011252/01-300522

blister and a patient information
leaflet in a carton. / Tlo 10
Tabnerok B [IBX/Al 6nuctep. Ilo 1
biucrepy B nauky KapTOHHYIO
BMECTE C  HHCTPyKUMeHl Mo
MPUMEHEHUIO.

12 |Assay/ 360.0 to 440.0 mg of CpiH;0,
Konuuectsennoe 403.6 mg / 403.6 mr (Ibuprofen) per tablet /
onpeneneHue Ot 360,0 mr mo 440,0 mr C;3H;30,
(ubynpoden) B Tabnetke
2925 to 3575 mg of CsHoNO,
325.51 mg/325.51 mr (Paracetamol) per tablet /
Ot 292,5 mMr po 357,5 mMr CsHoNO,
(mapaueramon) B Tabnetke
13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20

blisters and a patient information leaflet
in a carton. / To 10 ta6nerok B TIBX/Al
6mactep. Ilo 1, 2 wmm 20 Gnucrepos B
nauky KapTOHHYIO BMECTE c
HHCTPYKLHEH IO TIPUMEHEHHUIO.

14 | Labeling / Mapxuposka

According to ND. / B cootBercteuu ¢ HJI,

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaneHue pu Temneparype He Boiute 25 °C.
16 | Shelflife / Cpox 5 years /5 ner
| | rommocrn

Remarks : The Product conforms to ND/
[pumeuanue: Ipoaykr cootsercTRyeT tpeboBanmsm HJl

Opinion : APPROVED
3akmouenne: OTJOBPEHO

Prepared by /
IToarorosneno: Naresh

Kumar @
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Checked by /
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