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CERTIFICATE OF ANALYSIS
CEPTHUOHKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoykann®, TabiaeTkn, NOKPLITHIE IIEHOYHOH 060,104K0i1, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300123

Batch Qu

antity / O6bem maptiu : 760.0 KG

040001741646

Analytical Report No / AuanuTu4eckuit otyer Ne :

Date of Analysis / J/lata ananusa: 30.01.2023

Date of Manufacture / Jlata npoussoacersa : Jan-2023

Date of E

xpiry / Cpox roanoctu : Dec-2027

Analysis performed according ND / Anaans nposeaen mo HJ/I: TT N011252/01-300522

No | Test / Iloxazatean

Results/ PezyabTathl

'Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnerku
KancynoBunHoH (GOpMBbI, MOKPBITHIE
TJICHOYHON 060JI04KOif OpaHXeBOro
LIBETa, C PUCKOH Ha ONHOM CTOpOHE;
Ha [IOMEpPeYHoM paspese — SAPO
Oenoro 1BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnerkn  kancynoBHAHOM bopmel,
MOKPBITEIE TIJIEHOYHOH obonoukoit
OpPaHXEBOI'o LBETa, C PUCKOH Ha OXHOI
CTOPOHE; Ha TONEPEUHOM paspese — SApo
6enoro unm no4ytu Henoro LUBeTa.

Remarks : The Product conforms to ND/
lpumeuanne: [Ipoaykr coorserctyer Tpeboranusm HJT

Opinion : APPROVED
3akawuenne: OJOBPEHO

Prepared by /
IoaroroBneHo: Pardeep

Kumar

Checked by /
ITpoeepeHo : Himesh Kumar

C:A—/—YQ’

Approved by: Manager/Executive
/Onobpeno:Meunemkep/PykoBoauT

ensb : Manoj Kumar
Vot

Reprint Date: 30.01.2023
Jara:

Reprint Date: 30.01.2023
Hara:

Reprint Date: 30.01.2023
Hara:
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NGykauu®, TabneTKku, NOKPLIThIE M1eH04H0l 060104K0ii, 400 Mr + 325 mr

Batch No / Cepusn Ne : V2300123 Batch Quantity / O6sem naptuu : 760.0 KG
Analytical Report No / Anaaurnyeckuii oruer No Date of Analysis / laTa ananu3za: 30.01.2023
040001741646

Date of Manufacture / JlaTa npoussoacrsa : Jan-2023 |Date of Expiry / Cpok roaHocts : Dec-2027

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

2 Identification / Complies as prescribed/ The retention times of the main peaks on
IloanuHHOCTD 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 ynepKHUBaHHUA OCHOBHBIX NMHKOB
Ha Xpomarorpamme HCTILITYEMOTO
pacTBopa  JOMKHBI ~ COOTBETCTBOBATH
BpeMeHaM  y[ep)KMBaHMs IHMKOB  Ha
XpoMaTorpaMme pacTBOpa CTaHAApTHBIX
o0pasuoB ubynpodena n mapaueramona

(paznen «KonuuectseHHoe
omnpeneneHue») t
3 |Average tablets weight 974.7 mg / 974.7 mr 940.9 mg to 999.1 mg
CpenHnsist Mmacca (970.0 mg £3%) /
TabNETOK Or 940,9 wmr pmo 9991 ML

(970,0 Mr % 3 %)

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuannue: [poayxr cootpercTByeT TpeGopanusaM HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarotosneno: Pardeep IposepeHo : Himesh Kumar /Onobpeno:Menemxep/PykoBoaut
Kumar p QJ—’—’_”.:; enb : Manoj Kumar .
Reprint Date: 30.01.2023 Reprint Date: 30.01.2023 Reprint Date: 30.01.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

HOoykinna®, Ta6.1€TKH, HOKPBITHIE MAEHOYHOIH 06os104Koii, 400 Mr + 325 mr

Batch No / Cepnst Ne : V2300123 Batch Quantity / O6bem naprun : 760.0 KG
Analytical Report No / Ananurndeckuii oruer No : Date of Analysis / lata ananuza: 30.01.2023
040001741646

Date of Manufacture / lata npon3soacrea : Jan-2023 |Date of Expiry / Cpok roauoctn : Dec-2027

Analysis performed according ND / Ananus nposeaen mo HJ: [T N0O11252/01-300522

4 Disintegration / 07 min /07 mu
Pacnanaemocts

Not more than 30 minutes /
He 6onee 30 muH

5 [Dissolution /
PactBopenue 97 % t0 102 %

99% to 101 %

Not less than 70% (Q) C;3sH;x0»
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CpiHi0,
(nOynpooen) uepes 30 mMun

Not less than 70% (Q) CsHoNO,
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO,
(napaueramosn) yepes 30 Mug

6 |Related substances /
PoncteenHble mpumecu 0.00003 %
Method 1/ Meron 1

Method 2 / Metopn 2 0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amnHodeHoN (npumeck MapaleTamona)
- not more than 0.005% /

He bonee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jhwobas  enMHUuHag
npUMech (ubynpodena WJTH
napareramona) - not more than 0.3% /

He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceii (Metox 1 + Metos 2) -
not more than 0.7% / ue Gonee 0,7 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeyanne: [poaykT coorserctpyer Tpe6oBanmsm HJI 3akmouenne: OOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IMoaroroBneno: Pardeep ITposepeHo : Himesh Kumar /Ono6peno:Menemkep/Pykosoaut
Kumar enb : Manoj Kumar
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6y kaun®, TabueTki, NOKPLIThIe NIeH04HO0# 000.104K0il, 400 mr + 325 mr

Batch No / Cepus Ne : V2300123 Batch Quantity / O6bem maptuu : 760.0 KG
Analytical Report No / AHasuTH4ecKuid oTueT Ne : Date of Analysis / {aTa anannsa: 30.01.2023
040001741646

Date of Manufacture / JlaTa npoussoacrsa : Jan-2023 [Date of Expiry / Cpok rogHocTy : Dec-2027

Analysis performed according ND / Ananus npoeesen mo HJL: TIN011252/01-300522

7 |Water/ Bona 1.5% Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.1 more than 15.0/
OIHOPOAHOCTD [Tokazarens npuemieMocT (AV) 10IDKeH
JIO3UPOBAHHUS ObITH HE Oonee 15,0
- Tbuprofen /ubynpogen
Acceptance value (AV) should be not
1.2 more than 15.0/
- Paracetamol/ TMokazaTenb pHeMIeMocTd (AV) nomxen
napaueTamol ObITE He Houee 15,0
9 [Microbial limits /
Mukpobuonoruueckast
YUCTOTA
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
Ob6uiee yucno
a’poOHBIX
MHKpPOOPraHH3MOB
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
/ Ob1ee yucno
JPOACKEBBIX U
nJecHEeBbIX rpuboB
¢) E. coli Absent in 1g/ OtcyTcTByeT B 1T Shall be absent in 1g / OTcyrcTBHE B
lr
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Tpoaykr cootsercTByeT TpeboBanuam HJ 3akmoyenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToprotosieHo: Pardeep INposepeno : Himesh Kumar /Opo6peno:Menemxep/PykoBoauT
Kumar C}(}’/_D enb : Manoj Kumar -~ 1
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HGoykanu®, TabneTKH, NOKPbIThIE MJIEHOYHO#H 060104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300123

Batch Quantity / O6pem napriu : 760.0 KG

040001741646

Analytical Report No / AHasiuTHYeCKHIi oT4eT Ne :

Date of Analysis / Jlata ananu3za: 30.01.2023

Date of Manufacture / lara npoussoacrsa : Jan-2023

Date of Expiry / Cpox rojguocti : Dec-2027

Analysis performed according ND / Anaqus nposeaen o HJI: [1 N011252/01-300522

|

10 |Assay/
Konnyectsennoe
onpeieneHue

394.8 mg/394.8 mMr

328.74 mg / 328.74 mr

360.0 to 440.0 mg of C;3H;s0s
(Ibuprofen) per tablet /

Or 360,0 mr go 440,0 mr C;3H;50-
(nbynpoden) B TabaeTke
2925 to 3575 mg
(Paracetamol) per tablet /
Or 292,5 wmr po 357,5 mr CsHoNO,

(mapaveramon) B TabNeTKe

of CsHoNOz

11 | Package / YmakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6nuctep. I[lo 1
OmMcTepy B MayKy KapTOHHYIO
BMECTE C  HMHCTPYKUHWEeH 1o
IPHUMEHEHHIO,

10 tablets in PVC/AI blister. 1, 2 or 20
hlisters and n patient infarmation lcaflct
in a carton. / ITo 10 tabnerok B IIBX/Al
omicrep. Ilo 1, 2 unu 20 Gnucrepos B
na4ky KapTOHHYIO BMECTE c
UHCTPYKLMEH 0 IPHMEHEHHUIO,

12 | Labeling / Mapkupogka

According to ND. / B cooteetctBuHM ¢ HJI.

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue Ilpu Temneparype He Bobiwe 25 °C.
14 | Shelf life / Cpoxk 5 years / 5 ner
TFOJHOCTH

Remarks : The Product conforms to ND/
IIpumeuanne: [1poaykr cootBercTByeT TpeboanusaM HJT

Opinion : APPROVED
3aknwuenue: OJIOBPEHO

Prepared by /
IToarotoBneHo: Pardeep

Kumar P

—

Checked by /
IIpogepeHo : Himesh Kumar

" —

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

enb : Manoj Kumar g )
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