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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

My xana®, Ta61eTKH, NTOKPBITHIE ML1eH04HO# 060.104KOH, 400 mr + 325 Mr
[Batch No / Cepust Ne : V2302292

Batch Quantity / O6bem mapTsi : 755.25 K

040002323092

Analytical Report No / Ananutnyeckuii oruer Ne :

Date of Analysis / Jlara apnann3a: 11.12.2023

Date of Manufacture / lata nponseogersa : 11/2023

Date of Expiry / Cpox roanocr : 10/2028

Aunalysis performed according ND / Anann3s nposeger no HII: TINO011252/01-160123

Ne | Test / IlokazaTeinb

Results/ Pe3yabTaTh!

Specification / Hopma

1 |Description/ Onxcanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./  Tabnetku
KalCyNoBUpHOR  QUPMBbL, 1LOKPBITBIE
IUIEHOYHOH 000JI0UKOH OpaHXEBOro
1[BETA, C PUCKOH Ha OAHOH CTOPOHE;
Ha T[IONEepevyHOM pa3pese — AApO
6enoro LBeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white

core at the cross-section. /. TabGnetku
KATICYNOBUAHOM  (OPMBI,  IIOKPBIThIE
[IJIEHOYHOMW  ODONOYKOH  OpPaHXKEeBOro

LBET4, C PHCKOH HAa OJHOH CTOpPOHE; Ha
nonepeyHoM paspesze — sapo 6enoro umu
noytH Gesoro upera.

2 |Identification /
TMTopmuHHOCTH

Complies as prescribed/
CooTeetcTBYET

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) /
BpeMena yaep)XHBaHUSA OCHOBHBIX TTHKOB
Ha XpOMaTorpamMMe HCHBITYEMOro
pacTBopa  JODKHBI ~ COOTBETCTBOBATh
BpeMeHaM  YIepXMBaHMS [IHKOB  Ha
XpoMarorpaMMe pacTBOpa CTAHIAPTHBIX
obpasuos ubynpodeHa W napaueTamona
(paznen «KonnugecTBeHHOE
OMpEAENEHHEN)

3 |Average tablets weight
Cpeannsi Macca
TabIeTOK

969.7 mg / 969.7 Mr

From 9409 mg to 999.1 mg
(970.0 mg £ 3.0 %) /
Or 940,99 wmr g0

(970,0 mr + 3,0 %)

999,1 Mr

Remarks : The Product conforms to ND/
ITpumeuanue: [Tpoaykr coorBeTcTBYeT Tpebosanusam HJI

Opinion : APPROVED
3axnouenue: OJJOBPEHO

Hara: 11.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[MTourorosaeno: [Mposepero: Santosh Kunar Opo6peno: Menemxep / PyKkoBoaHTCITb
Shivani \ Maurya : Manoj Kumar

/P—‘
Reprint Date:. Reprint Date: Reprint Date:

Hata: 11.12.2023

Hara; 11.12.2023
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yKkauu®, Ta0aeTKH, IOKPhIThIE 11EH0YHO# 060,104K0ii, 400 mr + 325 Mr.

"Batch No / Cepust Ne : V2302292

Batch Quantity / O6nem naptau : 755.25 Kg

040002323092

Analytical Report No / AnanuTH4eckuii order Ne :

Date of Analysis / JlaTa amanu3za: 11.12.2023

Ete of Manufacture / JlaTa npon3Bogersa : 11/2023

Date of Expiry / Cpok roguocts : 10/2028

Analysis performed according ND / Ananus nposesen no HJI: TIN011252/01-160123

4 |Disintegration /
PacnapaemocTh

07 min 26 sec/ 07 muH 26 cex

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
PactBopeHiie

98 % To 102 %

96 % to 99 %

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

He wmenee 70 % (Q) CizHiO:
(ubynpoder) uepes 30 MUH

Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /

He wMenee 70 % (Q) CsHoNO;
(napaueramon) uepes 30 MUH

Remarks : The Product conforms to ND/
IIpumeuanne: [Tpoaykt coorsercTByeT TpeboBanusam H/L

Opinion : APPROVED
3axuoyenue: OIOFPEHO

Hara: 11.12.2023

Hara: 11.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[Toprorornexo: Ipoeepeno: Santosh Kumar | Ono6peno: Menemxkep / PykosoanTess
Shivani }ﬁ Maurya GW Manoj Kumar @L"Q

o
Reprint Date:. Reprint Date: ’ Reprint Date:

Jara: 11.12.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

M6ykanu®, TabieTKH, NOKPbITHIE MIeHOYHOH 060n049K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302292 Batch Quantity / O6nem napTu : 755.25 K
Analytical Report No / AHanuTH4ecKHii oT4eT Ne : Date of Analysis / laTa ananusa: 11.12.2023
040002323092

Date of Manufacture / Jlata npoussoacrea : 11/2023 | Date of Expiry / Cpox rofHoCTH : 10/2028

[Analysis performed according ND / Awanns uposeren mo HJI: IT N011252/01-160123

6 |Related substances / .
PogcTeeHHbIE IPAMECH 0.0003%
Method 1/ Metog 1

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

4-amunodeHon (MpUMech NapaleraMmora)
- ge 6onee 0,005 %

Method 2 / Metox 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % /
Jwobas eAHHHYHAs npuMech
(u6ynpodeda MM MapaueTamona) - He
Bonee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
Cymma npumeceit (Meroa 1 + Merox 2)
- ve 6onee 0,7 %
9 |Water/Bona 1.7% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeyanue: [poaykt coorsercTByeT Tpebosanuam HJL

Opinion : APPROVED
3akmodyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: IMposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoautenb
Shivani (\' Maurya Manoj Kumar @L“Q

= L
Reprint Date:. Reprint Date: Reprint Date:
Hara: 11.12.2023 Hata: 11.12.2023 JlaTa: 11.12.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MN6yranH®, TabeTKH, NOKPBIThIE ILIEHOYHOH 000)

104Koit, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2302292

Batch Quantity / O6nem mapTuy : 755.25 Kg

040002323092

Analytical Report No / AnanuTHYecKkni oT4yeT Ne :

Date of Analysis / Jlara ananusa: 11.12.2023

Date of Manufacture / lata npousBoacrsa : 11/2023

Date of Expiry / Cpok roarocru : 10/2028

Analysis performed according ND / Ananns nposegen no HJ: I1N011252/01-1601 23

10 |Uniformity of dosage

units /

OnHOPOZHOCTh Acceptance value (AV) should be not

JI03UPOBAHNA 1.4 more than 15.0 /

- Ibuprofen /ubynpoden INokasarens npucmiicMocTn (AV) 10sKCH
ObITE He Boniee 15,0

- Paracetamol/ 1.4 Acceptance value (AV) should be not

napaneTamol more than 15.0 /
TMokazaTesns npuemMaeMocTd (AV) 10JDKeH
ObITE He HoJee 15,0

11 [Microbiological purity /

MukpobHronoruueckas

yuctoTa*

a) Total aerobic NA Not more than 1000 CFU/g/

microbial count / He 6onee 1000 KOE/r

O61ee 4nucio

arpORHEBIX

MHKpPOOPTaHH3MOB

b) Total combined Not more than 100 CFU/g/

yeasts and mould count NA He 6onee 100 KOE/r

/ O6wee uucno

JPOXOKEBBIX H

TUIECHEBBIX IPHOOB

c) E. coli NA Shall be absent in lg / OtcyrcTRUe R

1r

Remarks : The Product conforms to ND/
Hpumeqanne: [Tpoaykr coorsercTyeT Tpebosanuam HII

Opinion : APPROVED
3axmouenne: OJIOBPEHO

Jara: 11.12.2023

Hata: 11.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroerneHo: e TIposepero: Santosh Kumar | Ono6peno: Menemxkep / Pykosoaurens
Shivani y’ l Maurya q&_ Manoj Kumar Ny

Reprint Date:. Reprint Date: Reprint Date:

Hara: 11.12.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
[ M6y kn1uH®, TaGIeTKH, OKPLIThIE NUIeH04HOil 060J04KOH, 400 mr + 325 mr
Batch No / Cepns Ne : V2302292 Batch Quantity / O6bem napTau : 755.25 Kg
Analytical Report No / AnanarHyeckuii oruer Ne : Date of Analysis / laTa anannza: 11.12.2023
040002323092
Date of Manufacture / Jata npoussoacrea : 11/2023  |Date of Expiry / Cpok roanocru : 10/2028
Analysis performed according ND / Aranu3 nposeses mo HJI: [T N011252/01-160123
12 |Assay/ 398.6 mg/398.6 Mr From 360.0 to 440.0 mg of C3H;50;
KonuyecTBeHHOE (Ibuprofen) per tablet /
otpeJienenue Or 360,0 mr no 440,0 mr Ci3Hi0;
(ubynpocden) B Tabnerke
323.39 mg/323.39 mMr From 292.5 to 357.5 mg of CsHyNO,
(Paracetamol) per tablet /
Ot 292,5 mr mo 357,5 mr CsHoNO;
_ (napaneramon) B TafyieTke
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. / ITo 10 Tabnerok B [TBX/Al
tabnerox B [IBX/Al 6muctep. ITo 1 |6nuctep. TTo 1, 2 unu 20 6aucrepos B
GaMcTepy B Madky KapTOHHYIO |[Mauky KapTOHHYO BMeEcCTe c
BMECTE C  WMHCTPYKIHeH [0 |MHCTPYKLMEH MO NPUMEHEHHO.
HIPHMEHEHHIO.
14 | Labeling / MapkunpoBka| According to ND. / B coorsercTBun ¢ HJL.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHHE [Ipu Temnepatype He Bbluie 25 °C.
16 | Shelf life / Cpox 5 years / 5 et
PONHOCTH

* 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. / [IpOBOZXTCSI TPOU3BOAHTENEM MU
BBITIYCKE NIEPUOJHYECKH: AN Kaxaok 20-0i cepun unu He MeHee 1 pasa B rox. ITokasatens mosxet ObITh
HE BKJIIOYEH B cepTH(UKAT aHaNH3a GHPMBI

Remarks : The Product conforms to ND/
Ipumeganne: [poaykr coorgereTBYCT TpeboBanuam [11

Opinion : APPROVED
3axmouedue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[TogroroeneHo: [Tposepeno: Santgsh Kumar | Ono6pero: Menemxkep / Pykosoautens
Shivani ?3(\/ Maurya % Manoj Kumar @ﬁﬁ

Reprint Date:. Reprint Date: | Reprint Date:

Hara: 11.12.2023 Hata: 11.12.2023 Hara: 11.12.2023

sppeci Qifion: 8-3-337, Ry

iornbad -

S30024, Telangana, ndia

mali: marhtdrretdys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxmun®, TabreTKH, NOKPLITLIE MIeH04H0i 060m0t4Koii, 400 Mr + 325 mr

[ Batch No / Cepus Ne : V2302292 Batch Quantity / O6bem naprud : 755.25 Kg
Analytical Report No / AHannTH4ecKHii oTyeT No : Date of Analysis / laTa anann3a: 11.12.2023
040002323092

Date of Manufacture / lata npoussogerea : 11/2023  [Date of Expiry / Cpok rogrocry : 10/2028

Analysis performed according ND / AHa/in3 npoBejiext o H)I: 1T N011252/01-160123

API name (INN) /
Haumenosanue AGC (MHH): Tbuprofen / U6ynpoden Paracetamol / TTapaneramon

API manufacturer batch number /
Homep cepun NpOU3BOAHTEIIS PIBM230357, PIBM230358 0419/23-24, 0834/23-24
ADC:

FP Manufacturer API Batch
e ) FEQA00451, FEQA00452 FEQA00406, FEQA00565
Homep cepun cyGcTaHUMH ’ ’
npousBopuTens I'JID:

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Conapa Oxtus India / Illpu Kpuwna

IIpounseoaurens APC, crpana: dapma Caifercus Jlumurex, dapmacstotukaic JITa., Uuaus
Hnans

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: IIpoaykt coorBercTayet Tpebopanusam HJI | 3akmouenue: OIOEPEHO
Prepared by / Checked by / | Approved by: Manager/Executive/
[Toxrotosneno: ']'/ [TpoBepeno: Santosh Kumar Opno6peno: Menemxkep / Pykosogurens
Shivani )5 Maurya @.E—"" Manoj Kumar @y_'él
Reprint Date:. Reprint Date: ; Reprint Date:
Hara: 11.12.2023 Hara: 11.12.2023 Hara: 11.12.2023

v, grraddys,com




