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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykIHH®, Tab/1eTKH, NOKPBITHIE ILIEHOYHOH 000104K0H, 400 Mr + 325 mMr

Batch No / Cepus Ne : V2301255

Batch Quantity / O6bem naptuu : 766.100 Kg

040001974377

Analytical Report No / AHanuTHyeckuii oTyer N ¢

Date of Analysis / /laTa ananmu3za: 27.07.2023

Date of Manufacture / Jlata mpon3BoacTBa : Jun.2023

Date of Expiry / Cpok rogaoctH : May.2028

Analysis performed according ND / Anasiu3 nposegen no HJI: T1 N011252/01-160123

Test / Iloka3zaTenn

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KaICyJOBHAHOH (OPMEI, TOKpPBITHIE
IIEHOYHOH 00O0NOUYKOH OpaHKeBOro
I[BETa, C PUCKOH HAa ONHON CTOPOHE;
Ha IIOTIEPEYHOM pa3pe3e — SApO
6enoro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KamncynoBUAHOM  (GOPMBI,  TOKPBITHIE
IUIEHOYHOH  00O0JIOUKOH  OpaHXeBOro
I[BETa, C PUCKOH Ha OJHOH CTOpOHE; Ha
[OTIEPEHHOM pa3pese — sApo Oenoro uiu
moytH OeJioro LBeTa.

2 |Identification /
ITognMHHOCTH

Complies as prescribed/
CooTBeTCTBYET

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) /
BpemeHa ynep>xuBaHUsS OCHOBHBIX NMUKOB
Ha XpoMaTtorpamme UCTIBITYEMOTO
pacTBOpa  HOJDKHBI ~ COOTBETCTBOBATh
BpEMEHAM  Y/ep)KUBaHUsS IHKOB  Ha
XpoMaTorpaMMe pacTBOpa CTaHIAPTHBIX
obpasuoB ubympodeHa U HapaueTamona
(pazmen «KonnyecteeHHOE
OIIPENETICHHEN)

3 |Average tablets weight
CpenHsist Macca
TabneTok

970.5 mg / 970.5 mMr

From 940.9 mg 999.1
(970.0 mg £ 3.0 %) /
Ot 940,9 MT

(970,0 mr £ 3,0 %)

to mg

999,1 MT

A0

Remarks : The Product conforms to ND/
ITpumeuanne: [Ipoaykr cootBeTcTBYeT Tpebosanusam HJJ

Opinion : APPROVED
3axaouenue: OJOBPEHO

Hara: 27.07.2023

Hara: 27.07.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IMToprotorneno: ITporepenn: Santosh Kumar Qnotpeno: Mernenxep / PykoronuTens
Pardeep Kumar _ [ Maurya [ @1 Manoj Kumar @uﬂj

Cg— = - /
Reprint Date:. Reprint Date: Reprint Date:

Hara: 27.07.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOykauH®, Ta01eTKH, NOKPBITHIE ILUIEHOYHOH 060J104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301255

Batch Quantity / O6nemM naptuu : 766.100 Kg

Analytical Report No / AnanmuTnyeckuii oryer Ne :
040001974377

Date of Analysis / lata anamuza: 27.07.2023

Date of Manufacture / Jlata npou3BoacTsa : Jun.2023

Date of Expiry / Cpok rogHoctH : May.2028

Analysis performed according ND / Ananu3 nposegen mo HJ/I: 1 N011252/01-160123

4

Disintegration /
PacnamaemMocTh

07 min 35 sec/ 07 MuH 35 cek

Not more than 30 min /
He 6onee 30 Mmun

Dissolution /
PactBopenue

97 % To 102 %

98 % to 102 %

Not less than 70% (Q) of CisHizsOs
(Ibuprofen) after 30 min /

He wMenee 70 % (Q)
(ub6ynpoden) uepes 30 MuH
Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He w™enee 70 % (Q)
(napaneramon) yepes 30 MuH

Ci13Hi130;

CsHoNO;

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBaHusm HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IToaroTtoneHo: [TpoBepeno: Santosh Kumar | Ono6peHo: Menemxkep / Pykopoaurens
Pardeep Kumar Qf/ Maurya [ 4w Manoj Kumar W

~ L
Reprint Date:. Reprint Date: Reprint Date: ]
JHara: 27.07.2023 Jata: 27.07.2023 Jara: 27.07.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

UOykaun®, TabaeTkn, NOKPLITHIE IIEHOYHOH 060104K0ii, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2301255 Batch Quantity / O0bem maptun : 766.100 Kg

040001974377

Analytical Report No / AnasuTuyeckuii otyer Ne : Date of Analysis / JlaTa ananusza: 27.07.2023

Date of Manufacture / lata nponssoacrsa : Jun.2023 |Date of Expiry / Cpox rogsoctu : May.2028

Analysis performed according ND / Auanus nposenen mo HJI: II N011252/01-160123

6 |Related substances / . |4-aminophenol (paracetamol impurity)
Poncteennnie npumecu 0.0003% - not more than 0.005 % /
Method 1/ Meton 1 4-amuHO(eHON (MpUMECh MapaleTamosa)
- He 6outee 0,005 %
Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas eIMHUYHAs npuMech
(nbynpodeHa unM mapaneramona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /
Cymma npumeceii (Meroa 1 + Meron 2)
- He 6onee 0,7 %
9 |Water/Bona 1.5% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ilpumeuanue: [TpoaykT cootBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3aknouenue: OJJOBPEHO

Prepared by / Checked by /
[loaroroBneno: IIposepero: Santosh Kumar
Pardeep Kumar Ci” Maurya %;

Approved by: Manager/Executive/
OnobpeHo: Menemxep / Pyk BOAUTEb
Manoj Kumar r‘&% ZE

X,
Qess

Reprint Date:. Reprint Date:
Hara: 27.07.2023 Hata: 27.07.2023

Reprint Date:
Hara: 27.07.2023
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[Product: Ibuclin, film-coated tablets, 400 mg -+ 325 mg

HNoykaun®, Tab1eTKH, NOKPHIThIE MIEHOYHOI 060104K0i, 400 Mr + 325 Mr

Batch No / Cepusi N : V2301255

Batch Quantity / O6bem naptuu : 766.100 Kg

Analytical Report No / AnaauTH4yeckuii oruer No :
040001974377

Date of Analysis / JlaTa ananusa: 27.07.2023

Date of Manufacture / JIlata npousBoacTsa : Jun.2023

Date of Expiry / Cpok roagnocru : May.2028

Analysis performed according ND / Anasmus npoBeaen mo HJI[: 11 N011252/01-160123

10 |Uniformity of dosage
units /
OnHOPOAHOCTH
JIO3UpPOBAHUS 2.2
- Ibuprofen /ubynpoden

- Paracetamol/ 2.3
napaneTaMolt

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

Iloxazarens npueMneMocTd (AV) nomken
O5ITE He Goaee 15,0

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

IToxazarens npuemiemocti (AV) nomkeH
OrITh He Oonee 15,0

11 |Microbiological purity /
Mukpobuonornyeckas
grcrora*

a) Total aerobic NA
microbial count /
Ob1ee gucno
a’poOHBIX
MHKpPOOPraHH3MOB
NA
b) Total combined
yeasts and mould count
/ Obuiee 4yucio
JIPOXKEBLIX U
IUIECHEBHIX TpHOOB NA

c) E. coli

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 lg / OtcyTcTBHE B
Ir

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYeT Tpeboranusm HI

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Hara: 27.07.2023

Hara: 27.07.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[Toarorosnexo: IIposepeno; Santosh Kumar Onobpeno: Menemxep / PykoBoaunteis
Pardeep Kumar Maurya | /lf\ Manoj Kumar I@&i

Reprint Date:. Reprint Date: Reprint Date:

Hara: 27.07.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauu®, TabseTKH, NOKPHIThIE IUIEHOYHOH 000,104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301255

Batch Quantity / O6bem napTuu : 766.100 Kg

040001974377

Analytical Report No / AHaanTHYecKMii oTyeT Ne : Date of

Analysis / laTta ananamza: 27.07.2023

Date of Manufacture / Jlata npoussoactea : Jun.2023 |Date of

Expiry / Cpok rognocTd : May.2028

Analysis performed according ND / Auasin3 nposeaen mo HJI: TT N011252/01-160123

12 |Assay/
KonnuecTBeHHOE
onpeleneHne

398.1 mg/ 398.1 Mr

327.94 mg/ 327.94 mr

From 360.0 to 440.0 mg of C;3His0:
(Tbuprofen) per tablet /

Ot 360,0 MI' 10 440,0 Mr C13H1802
(ubynpoden) B Tabnerke

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

Or 292,5 mr go 357,5 mr CsHoNO:
(napaneramon) B TabneTke

13 | Package / YnakoBxka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / llo 10
tabnerok B [IBX/Al 6nuctep. Ilo 1
6mictepy B Mayky KapTOHHYIO
BMeCTe C  HWHCTpYKIHMEH 1o
TIPHMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / TTo 10 Tabnetok B IIBX/Al
omucrep. Ilo 1, 2 wim 20 6aucTepoB B
HayKy KapTOHHYIO BMECTE c
HHCTPYKIMEH O NPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cooteetctBuu ¢ HI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue IMpu Temnepatype He Bole 25 °C.
16 | Shelflife / Cpox 5 years /5 ner
TOJJHOCTH

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis. / [IpoBoaUTCS NPOK3BOAUTENEM IIPU
BBIYCKE TEPHOJMUECKH: IS Kaxaoi 20-04 cepun win He MeHee 1 pasa B rof. Ilokasarens MOxeT ObITh
HE BKJIFOUEH B cepTH(hUKAT aHan3a GupMbl

Remarks : The Product conforms to ND/
IIpumeuanne: [Tpoaykt cooTBeTcTBYET TpebGoBaHusaM HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by /
[ToarorosneHo:
Pardeep Kumar

Checked by /
[poeepeno: Santosh Kumar
Maurya (///L_J’{__

Approved by: Manager/Executive/
Ono6peno: Menemkep / Pykosoautens

Manoj Kumar Amgeee

Reprint Date:.
Hara: 27.07.2023

Reprint Date:
Hara: 27.07.2023

Reprint Date:
JHata: 27.07.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxann®, TabaeTKH, NOKPBITHIE IIEHOUHOH 06onouKoii, 400 mr + 325 mr

Batch No / Cepust Ne : V2301255 Batch Quantity / O6bem naprTun : 766.100 Kg
Analytical Report No / AHaaTH4ecknii oryer Ne : Date of Analysis / lata anamu3za: 27.07.2023
040001974377

Date of Manufacture / {ata mpousgogcrsa : Jun.2023  |Date of Expiry / Cpoxk roauocru : May.2028

Analysis performed according ND / Ananau3s mposesen no HJL: [TNOI 1252/01-160123

API name (INN) /
Hanvienoanue A®C (MHH): Ibuprofen / U6ynpoden Paracetamol / ITapaneramon

API manufacturer batch number /
Homep cepuy npoH3BOAUTEIA PIBM230149 5045/22-23
ADC:

FP Manufacturer API Batch
number /

Homep cepun cyGcTanmum FEQAO00217 FEQAO00189
npoussogutess FJID:

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country / | Limited, India / Conapa DxtuB India / IlIpu Kpumna
Ipoussoaurtens APC, crpana: ®apma Caitencus Jlumuren, @apmacetorukanc Jita., Muaus
Hunus
Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanue: [IpoxykT cootsercTByeT Tpebosanuam HI| | 3akmouenne: ONOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroTtoBneHo: ITposepeno: Santosh Kumar Ono6peno: Menemxep / PykoBoautenb
Pardeep Kumar QL-— Maurya E’b}_ Manoj Kumar %;_n - ‘,L
Reprint Date:. Reprint Date: Reprint Date:
Jara: 27.07.2023 Hara: 27.07.2023 Hara: 27.07.2023
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