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Productﬁu_clin, film-coated tablets, 400 m_g +325 mg-
M6yxauu®, TabeTKu, NOKPBITHIE NIeHOYHOH 000/104K0#H, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300891

Batch Quantity / O6bem naptun : 727.500K g

040001835820

Analytical Report No / Ananutnueckuif otyer Ne :

Date of Analysis / Jlata ananu3a: 24.05.2023

Date of Manufacture / Hata npounzpopcrtea : Apr-2023

Date of Expiry / Cpok ronsocTy : Mar-2028

Analysis performed according ND / Ananus nposeneu no HJI: ITN011252/01-300522

Ne Test / Iloxa3zaTeanb

Results/ PesynbraTsl

Specification / Hopma

1 |Description/ Onncanue

Capsule-like orange-coloured film-

cross section - white core./ TabneTkn
KarncyJioOBUAHON (GOPMBI, NOKPBITHIE
TIEHOYHOH 000JIOUKOH OpaHKEBOroO
1|BETA, C PUCKON Ha OJHOMN CTOPOHE;
Ha TNONEPEeYyHOM paszpese SApo
Oenoro 1BeTa.

coated one-side scored tablets; on

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetku  KalcCynOBUAHOH dbopmbl,
NOKPBITBIE TUIEHOYHOMH 060n04KOH
OpaH)XeBOro 1[BeTa, C PUCKOH Ha OaHOM
CTOpPOHE; HA TIOTNEPEHHOM pa3pese — sIpo
6enoro 1K nNo4Ty Oenoro uBeTa.

Identification /
TlomnHHOCTE

Complies as prescribed/
CoOTBETCTBYET

The rctention times of the main peaks on
the chromatogram of the test solution
should correspond to the retention times
of the peaks on the chrematogram of]
ibuprofen and paracetamol reference
standards solution (section Assay) /
BpeMmena yepXUBaHHS OCHOBHBIX NHKOB
Ha XpoMmaTorpamme UCIIBITYEMOTO
pacTBopa  JOJKHBl  COOTBETCTBOBAThH
BpeMEHaM  yIEpXHBaHUS [HKOB Ha
XpoMaTorpaMme pacTBopa CTaHAAPTHBIX
obpasioB ubynpodeHa U mapaueraMosia
(pazmen «KonnuecTBeHHOE
OnpeJIcIICHUE)

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [TponykT cootBeTcTByeT Tpebopanusm HJI | 3akiwouenne: OJIOBPEHO
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
NO6ykaun®, TabaeTkd, NOKPbIThIE INIEHOYHOI 060104K0ii, 400 mr + 325 mMr

Batch No / Cepus Ne : V2300891 Batch Quantity / O6bem naptin : 727.500K g
Analytical Report No / Ananutudeckuii otueT Ne Date of Analysis / Jlata aHanu3a: 24.05.2023
040001835820 -
Date of Manufacture / [lara l'IpOl/IBBO,JlCTBai Apr-2023 Date of Expiry / Cpok roanocty : Mar-2028

| Analysis performed according ND / Ananus nposenet no HJI: I1 NO1 1252/01-300522

3 | Average tablets weight
Cpennss macca
TabneTox

969.1 mg/969.1 mr 940.9 mg to 999.1 mg
(970.0 mg + 3%) /

Or 9409 wMr po 9991 Mr
(970,0 Mr = 3 %)

4 |Disintegration /
PacnagmaeMocTb

08 min 22 sec/ 08 MuH 22 cek Not more than 30 minutes /
He 6omnee 30 muH

5 |Dissolution /
PactBopeHue

97 % to 101% Not less than 70% (Q) Ci;3HisO:
(Tbuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CiHiO:
(ubynpoden) uepes 30 MUH

98% to 102% Not less than 70% (Q) CsHgNO-
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO:
(napaueramon) uepe3 30 MuH

Remarks : The Product conforms to ND/ Opinion : APPROVED

Mpumeuanue: [Ipoaykr cootercTByeT Tpebosanusm HJl | 3akmouenue: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: w [TposepeHo: Pardeep Kumar Ono6peHo: Menemkep / Pykoro guresns
Ramakant ! - Manoj Kumar o
Reprint Date: Reprint Date: Reprint Date:

Jara:24.05.2023 Jlata:24.05.2023 Jata:24.05.2023
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykaun®, Ta6/1eTKH, IOKPBIThIE IIeHOYHOii 060104K0ii, 400 mr + 325 mr

Batch No / Cepust No : V2300891

Batch Quantity / O6bem naptin : 727.500K g

040001835820

Analytical Report No / Ananurtudeckuii otueT No :

Date of Analysis / [lata ananu3a: 24.05.2023

Date of Manufacture / Jlata nponssojctsa : Apr-2023

Date of Expiry / Cpok rognocty : Mar-2028

Iénalysis performed according ND / Anajiu3 npoBejieH no HJ1: ITTN011252/01-300522

6 |Related substances / 0.0002% 4-aminophenol (paracetamol impurity) /
PoncreeHHBIE ipUMECH 4-amuHodeHon (MprUMech NnapareraMmorna)
Method 1/ Meton 1 - not more than 0.005% /

He 6osee 0,005 %

Method 2 / Meton 2 0.03% Any individual impurity (of ibuprofen or
paracetamol) / Jlobas  enunHuyHas
pumMech (ubynpodena Wi
napatieramona) - not more than 0.3% /

ue 6onee 0,3 %

0.03% Total impurities (Method 1+ Method 2) /
CymmMa npumeceii (Metog 1 + Merton 2) -
not more than 0.7% / ne 6onee 0,7 %

9 |Water/Boaa 1.4 % Not more than 5.0% /

He 6onee 5,0 %

10 |Uniformity of dosage
units /

OIHOPOAHOCTD 1.3 Acceptance value (AV) should be not

JIO3UPOBAHKUS more than 15.0 /

- Ibuprofen /ubynpoden Toka3aTens nprueMieMocTH (AV) f1oJokeH
ObITh He Donee 15,0

- Paracetamol/ 13 Acceptance value (AV) should be not

napaneTamor more than 15.0 /

IToxazarenb npuemMyeMocTH (AV) nomkex
ObITh He Gonee 15,0

Remarks : The Product conforms to ND/ Opinion : APPROVED

INpumeuanne: [IpoaykT cooTBeTcTBYeT TpeGopanuam HJI | 3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
l'lnﬂ,rn'rnnnenn:W [Iposepeno: Pardeep Kumar Ono6peHo: Menenxep / P Koao/;m're.nb
Ramakant r Manoj Kumar @u
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[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanH®, TabneTku, NOKPbITHIE MIEHOYHOH 060104k, 400 M1 + 325 mr

Batch No / Cepus Ne : V2300891

Batch Quantity / O6bem naptuu : 727.500K g

040001835820

Analytical Report No / Ananutuveckuii otuer Ne :

Date of

Analysis / Jlata ananu3za: 24.05.2023

Date of Manufacture / Jlara npoussonctsa : Apr-2023

Date of

Expiry / Cpok rognocty : Mar-2028

Analysis performed according ND / Auanus nposeaex no HJ[: 1 N011252/01-300522

11 |Microbial limits /
Muxkpobuonoruieckas
YHUCTOTA
a) Total aerobic 10 CFU/g/ Not more than 1000 CFU/g/
microbial count / 10 KOE/r He 6onee 1000 KOE/r
O6luee uncio
a3pobHBIX
MHUKPOOPraHU3MOB
b) Total combined Less than 5 CFU/g/ Not more than 100 CFU/g/
yeasts and mould count Menee 5 KOE/r llHe 6onee 100 KOE/r
/ Ob1Lee uncno [
JIPOMOKEBBIX U
JIECHEBBIX MpUOOB
¢) E. coli Absent in 1g/ OtcyrctByeT B I |Shall be absent in 1g / OrcyTtcTsue B
Ir
12 |Assay/ 394.7 mg/ 394.7 Mr 360.0 to 440.0 mg of Ci3HisO:
KonuyectseHHOE (Ibuprofen) per tablet /
onpeaeieHue Ot 360,0 mr mo 440,0 mr C;HisOs
(ubynpoden) B Tabnerxke
323.08 mg/323.08 mr 2925 to 3575 mg of CsHoNO;
(Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHoNO;
(napatetamol1) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [IpoaykT cootpeTcTByeT Tpebosanusm HJI | 3axmouenne: OJJTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBineHo: @WW [Tposepeno: Pardeep Kumar Onobpeno: Menemxep / Pykopgantens
Ramakant = Manoj Kumar ;E ;‘ZQ“’ZE .
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanu®, TabieTKH, NOKPbIThIE NJeH0YHOI 06004 K01, 400 mr + 325 mr

Batch No / Cepus Ne : V2300891

Batch Quantity / O6bem naprin : 727.500K g

Analytical Report No / AHanutudeckuit ordet Ne :
040001835820

Date of Analysis / Jlata ananuza: 24.05.2023

Date of Manufacture / Jlata npoussojctaa : Apr-2023

Date of Expiry / Cpok ronsocTu : Mar-2028

Analysis performed according ND / Ananu3 nposenen no HJI: I1 N011252/01-300522

npouspogurens I'JID:

13 | 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 IIBX/Al
tabnerok B [IBX/Al 6nucrep. ITo 1 |6muctep. Ilo 1, 2 unu 20 6nucrepos B
OnucTepy B TMadky KapTOHHYNO |Mayky KapTOHHYO BMECTE c

* BMECTE C  HHCTPYyKUMEHd 1O |MHCTPYKUHMEH O MPUMEHEHHIO.
NPUMEHEHHUIO.
14 | Labeling / MapxupoBska| According to ND. / B cootBerctBuu ¢ HJL
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpu TemMnepatype He Bbile 25 °C.
16 | Shelf life / Cpox S years / 5 netr
TOHOCTH
ﬁzi;::;g}ilz) A{ OC (MHH): Ibuprofen / M6ynpoden Paracetamol / ITapanieTamon
API manufacturer batch number / PIBM230124 1596/22-23
Homep cepuu npoussoaurteas ADC:
FP Manufacturer API Batch number /
Howmep cepuu cyGecTaHmum FEQAO00179 FEQAO00165

API Manufactured by & country /
Ipoussogurensr ADC, ctpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa OxTHB
®apwma Caliencus Jlumuren, Muausa

Sri Krishna Pharmaceuticals
Ltd., India / Ipu Kpummna

dapmacblOTHKAIC

Nnunus

JItn.,

Remarks : The Product conforms to ND/ Opinion : APPROVED

Mpumeuanue: [Tpoaykr cootsercTByeT TpeboBanusam HJI | 3axirodenue: OJOBPEHO

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