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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6yknua®, Ta61eTkH, NOKPBITHIC NIEHOYHOH 060104K0i#, 400 Mr + 325 mMr

Batch No / Cepns Ne : V2300314

Batch Qu

antity / O6bem waptuu : 727.5 KG

040001790120

Analytical Report No / AnanuTndeckuii oT4aer No :

Date of Analysis / IaTa anannsa: 20.03.2023

Date of Manufacture / JlaTa nponsBoacrsa : Mar-2023

Date of Expiry / Cpok roguocty : Feb-2028

Analysis performed according ND / Aranus nposesen mo HJL: [1N011252/01-300522

Ne |Test/Tloxasatenn

Results/ Pe3yibTaTo

Specification / Hopma

1 |Description/ Oniicanne

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section off white core.
[TabneTky KancynosHaHOl (OpPMBI,
TIOKpBIThIE TUIEHOYHOH  060n0uKoi
OpaHKeBOro LBeTa, € PMCKOM Ha
OAHOH CTOPOHE; Ha MONEPEHHOM
paspese — sApo Genoro usera.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross scction- white or off-white core. /
Tabnerku KarncysoBuHOH bopmbl,
MOKpLITHIE MAEHOUHOM oGonouxoii
OpaHXKeBOro LBeTa, C PUCKOH Ha OnHOMH
CTOPOHE; Ha NOTEPEIHOM Paspesc — Anpo
6enoro uny noutu 6esoro UuBera.

Remarks: The Product conforms to ND/ Opinion: APPROVED
Hpumeuanue: [1poaykT cooTseTcTBYeT TpeGoBanusm HJI 3akmoyenne: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
byllonroroenexo: Naresh | IIposepeHo: Pardeep Kumar /Opobpeno:Menemiep/PykoBoANUT
Kumar enp : Kusum Lata ~. & o 7
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Uoykaun®, Tabaerku, NOKpeIThie n/1eHo4Hoj 060a0uK0ii, 400 mr + 325 mr

'Batch No / Cepnst Ne : V2300314 Batch Quantity / O6vem naprin : 727.5 KG
Analytical Report No / ABanuTugeckmii oTueT No Date of Analysis/ laTa ananusa: 20.03.2023
040001790120

Date of Manufacture / J{nTa nponssoacrsa : Mar-2023 |Date of Expiry / Cpor roanoct : Feb-2028

| Analysis performed according ND / AHaaus nposeien no HJL: TTN011252/01-300522

2 | Identification / Complies as prescribed/ The retention times of the main peaks on|
[ToanHHOCTh CoOTBETCTBYCT the chromatogram of the (est so]ulinn‘
should correspond to the retention times
of the peaks on the chromatogram of
ibuprofen and paracetamol reference
standards solution (section Assay) /
BpemeHa yAepKHBAHNUA OCHOBHBIX MHKOB
Ha XpomaTtorpamme HCTIBITYEMOTO
pacieopa  AOWKHBl  COOTBETCTBOBATH
BpEMeHaM  YACDKWBaHMS TIMKOB  Ha
XPOMAaTOrpaMmcC pacTsopa CTaHAAPTHLIX
ofpasilos ubynpoena ¥ mapaneramona

(pazaen «KonnyecTreRHOE
OmnpeaeeHNHED)
3 |Average tablets weight 971.8 mg/971.8 Mr 940.9 mg to 999.1 mg
Cpennsist Macca (970.0 mg = 3%) /
TabneToK Or 9409 wMr po 9991 Mr

(970,0 Mr + 3 %)

Remarks: The Product conforms to ND/ Opinion: APPROVED
Mpumeyanwe: Mponyxr cootsetctayet Tpebosanuav HII 3axnouenne: OJOBPEHO
Preparcd Checked by / Approved by: Manager/Executive
byTloarorosneno: Naresh | ITpoeepeno: Pardeep Kumar /Onobpeno: MeHe,H,)Kep/PyKOBOIlMT
Kumar ( enb : Kusum Lata -~ > -
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Product: Ibuclin, film-coated tablcts, 400 mg + 325 mg
H6ykaun®, TaGneTKH, MOKPLITHIC NIeR0YHOH 060/104KO1l, 400 mr + 325 mr

Batch No / Cepus Ne : V2300314 Batch Quantity / Odnem mapinu : 727.5 KG
Analytical Report No / AHannTu3eckuif oTaer Ne : Date of Analysis / laTa anannsa: 20.03.2023
040001790120

Date of Manufacture / [lata nposzeoacrsa : Mar-2023 |Date of Expiry / Cpok rognocru : Feb-2028

Analysis performed according ND / Anaauz nposegen mo HJI: [TN011252/01-300522

4 |Disintegration / 05 min /M / 05 MiH Not more than 30 minutes /
Pacnanaemocts He Gonee 30 MuH

5 |Dissolution / Not less than 70% (Q) CuHiO,
\PacTBopcHite 98 % to 100 % (Thuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CiHisOs
(n6ynpoden) depes 30 Mun
Not less than 70% (Q) CiHoNO,
99 % to 101 % (Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNOa
(napaueramon) uepes 30 MHH

6 |Related substances / 4-aminophenol (paracetamol impurity) /
PoacTBeHHbIE TPHMECH 0.0004 % 4-anvuuoderon (TpUMECh MapalueramMorna)
Method 1/ Meton 1 - not more than 0.005% /
ue 6onee 0,005 %

Method 2 / MeToz 2 0.04% Any individual impurity (of ibuprofen or
paracetamol) / Jhobas emuHW4YHAsA
MpHMECH (ubynpodena HITH

napaueramona) - not more than 0.3% /
He donee 0,3 %

Total impurities (Method 1+ Method 2) /
0.04% Cymma nprmeceii (Meron 1 + Meron 2) -
not more than 0.7% / 1e 6onee 0,7 %

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [Tponyxt cooteercTByeT TpeboanuaM HJIT 3akntouenne: OJOBPEHO
Prepared Checked by / ‘ Approved by: Manager/Executive
bylloarotosieHo: Naresh | TTposepeno: Pardeep Kumnar /0O noGpeno:Meneakep/I'yKoBoIUT
Kumar @ L_ enb : Kusum Lata . \a, e
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CERTIFICATE OF ANALYSIS
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykauu®, Tabaericn, MOKPLITLIE M1eH04Y RO 000104K0ii, 400 Mr + 325 Mr

Batch No { Cepust Ne : V2300314

Batch Quantity / O6sem naptun : 727.5 KG

040001790120

Analytical Report No / AnasaTnueckuit oTuer Ne :

Date of Analysis / [lara ananusa: 20.03.2023

Date of Manufacture / [lata npouspogcTea : Mar-2023

Date of Expiry / Cpok rogsoctu : Feb-2028

Analysis performed according ND / Anaaus nposeaen mo HJII: [T N011252/01-300522

O61uee uncio
a3pobHBIX
MHKPOOPraHu3MOB

b) Total combined

| yeasts and mould count
/ Obiwee yncno
JpPOXIKEBbIX H
IIECHEBBIX I'puboB

¢) E. coli

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

Absent / OTCcyTCTBYET

r
|
|

7 |Water/Bopa 1.5% ‘Not more than 5.0% /
— He 6osec 5.0 % .
8 |Uniformity of dosage Acceptance value (AV) should benot
units /. 1.1 more than 15.0/
|OnHOpPOLHOCTE INoxkazatens npuemneMocti (AV) forken
| no3upoBaHNs 6561TH He Gonee 15,0
{- [buprofen /ubynpodex
) Acceptance value (AV) should be not
0.8 more than 15.0/
(- Paracetamol/ TloxazaTens npuemMaemMocTd (AV) foskeH
|TapaLeTamon ~ |6BITb Be Goice 15,
9 |Microbial himits /
| Muxpobuonoruueckas
|4HCTOTA
| a) Total aerobic 10 CFU/g / Not more than 1000 CFU/g/
microbial count / 10 KOE/r

|He 6onee 1000 KOE/r

Not more than 160 CFU/g /
He Gonee 100 KOE/r

Shall be absent in lg / OtcyTcTBHE B
1r

Remarks: The Product conforms to ND/

HOpumedanne: Hpuayk coviseiiisyer tpebusannam 1L

Opinion: APPROVED
3armotenne: OJOBPEHO

Prepared
bylToarorosneno: Naresh

Kumar @‘

-~

Checked by /
[MposepeHo: Pardeep Kumar

o

Approved by: Manager/Executive
/0 no6peno:Menexep/PykoBoauT
enb : Kusum Lata _ e
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CERTIFICATE OF ANALYSIS
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6ykann®, TabreTkn, NOKPLITHIE NUIeHOuHOI 060040, 400 vir + 325 mr

Batch No / Cepus Ne : V2300314

Batch Quantity / O0nem napruu : 727.5 KG

040001790120

Analytical Report No / Anannraueckuii oTuer No :

Date of Analysis / IaTa anaiu3a: 20.03.2023

Date of Manufacture / lata npoussogerBa : Mar-2023

Date of Expiry / Cpok roguocty : Feb-2028

Analysis performed according ND / Auanu3s nposegen mo HJL: TT NOI 1252/01-300522

10 |Assay/ [360.0 to 440.0 mg of CiHO,
KonnuectseHnoe 393.6 mg/393.6 Mr |(1buprofen) per tablet /
OTIpe/ieIeHHE Or 360,0 mr go 440,0 mr C;3Hj30s
|(nbynpoden) B TabneTke
2925 to 3575 mg of CsHoNO»
321.60 mg/321.60 mr [(Paracetamol) per tablet /
:OT 2925 mr go 357,5 mr CgHoNO»
= \(napauertamon) B TabneTke
11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/AI 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 Tabnetox B [IBX/Al
tabnertok 8 [IBX/Al 6anctep. ITo 1 |Gmuctep. Mo 1, 2 umm 20 6nuctepos 8
GiHCTCpY B TNauKy KapTOHHYKO |MayKy KapTOHHYIO BMECTe c
BMeCTe C HHCTpYKLUHei |MHCTPYKUKEH 110 TPUMEHEHUIO.
N0 PUMEHEHHIO. |
12 | Labeling / Mapkupogka | According to ND. / B cooterctBuu ¢ HI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaseHue Ipu Temnepatype He Bhiiie 25 °C.
14 | Shelf life / Cpok S years / 5 ner
FOHOCTH

Remarks: The Product conforms to ND/
Hpameuanue: IIpoaykT cooTercTByeT TpeboBanusm HI

Opinion: APPROVED
3akawuenne: OJJOBPEHO

Hara:

Prepared Checked by / Approved by: Manager/Executive

bylloarotosneno: Naresh | IIpoeepero: Pardeep Kumar /O no6pero:Menemxep/PykoBoaut

Kumar (‘ . ens : Kusum Lata "N.og
-~ T— =
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