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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6 yknmun FOrnop®, Tabnetku nucneprupyemsie [nns nereii], 100 mr + 125 mr

Batch No / Batch Quantity /
Cepis No : V2400265 PasMep cepuH ; 547.500 kg
Analytical Rep?rt No/ 040002442974 Date of Analysis / 11.03.2024
AHanutndeckuii otdet Ne : JlaTa aHanu3a:
Date of Manufacture / 02/2024 Date of Expiry/ 01/2029
JlaTa npou3BOJCTBA : T'omeH go:
Analysis performed according ND / Ananu3 nposeaes no HJI: [T N011252/02-150323
Ne Test / Iloka3zaTenn Results / PesyabTaTsl Specification / Hopma

1 |Description / Onucanue

Pink round flat-faced beveled-edge
tablets with impregnations and a

score-line on one side and
characteristic odor. /
Kpyrnele  MIOCKOLUMIHHAPHYECKHE
TabJNeTKH  PO30BOrO  HBETa C

BKpAILJICHUsIMH, C (ackoli U pHCKOi
Ha ONHOW CTOpPOHE, C XapaKTepHBIM
3araxoMm.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnsie IUTOCKOLMITHHAPHYECKUE
Tabnerku PO30BOTO BeTa c
BKpaIJIeHUsMH, ¢ dackoll U pUCKOi Ha
OJTHOM  CTOpOHE, C  XapaKTepHbIM
3aMaxoMm.

2 |Identification /
IMoaauHHOCTDL

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 (Assay section). /
Bpemena  ymepxHBaHHS  OCHOBHBIX
THKOB Ha XpoMmarorpamme
UCMBITYEMOr0  pacTBOpa  JIOJDKHEI
COOTBETCTBOBATh BpeMeHaM
yIAEPXKHUBAHHS [MKOB Ha
XpoMaTorpamMMe pacTBopa CTaHAapTHBIX
obpasnoB ubynpodeHa u napateramosna
(pa3nen «KonnuectBeHHOE
OTIpefieNIEHHEN).

Remarks

: The Product conforms to ND/
Ipumeuyanne: [IpoaykT coorBeTcTBYET TpeboBanusim HJ|

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Jara: 11.03.2024

Jara: 11.03.2024

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

[loagrorosnexo: & IIpoBepeHo: Rama Kant Onobpeno: Menemxep / P)IKOBO,[[ TENb
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

U6vknun FOunop”, Tabnetkyn nucnepripyemeie [Ans geteii], 100 mr + 125 mr

Batch No/ Batch Quantity /

Cepiis Ne : V2400265 PasMep cepHH : 547.500 kg
Analytical Repgrt No/ 040002442974 Date of Analysis / 11.03.2024
Aunanutnyeckuii otger No ; JlaTa aHanu3a:

Date of Manufacture / 02/2024 Date of Expiry / 01/2029
JlaTa npousBonCTBa : T'ozeH no :

Analysis performed according ND / Anannz nposesien mo HJI: I1 N011252/02-150323

Ne ] Test / IToka3aTenn Results / Pe3yabTaThl Specification / Hopma
3 | Average weight of tablets / 362.2 mg/ 362.2 mr 357.7 mgto 372.3 mg
Cpennsist macca Tabj1eTok . (365.0 mg +2.0 %). /
[ Complies/CooTBETCTBYET Ot 357,7 Mr 20 372,3 Mr
(365,0 Mr + 2,0 %)
4 |Disintegration / 00 min 31 sec/ 00 muH 31 cex | Not more than 3 min /
Pacnagaemocthb He 6onee 3 Mmun
5 |Dissolution / Pa_cTBOpemle 98 % to 102 % Not less than 70 % (Q) of CisHisO2
(ibuprofen) after 30 min / He MmeHee
70 % «Q Ci3Hi130;
(ubynpoden) uepes 30 MuH
96 % to 100 % Not less than 70 % (Q) of CgHyNO,
(paracetamol) after 30 min / He meHee
70 % Q) CsHoNO,
(nmapaueramon) uepes 30 Mun
6 |Dispersibility / Complies / COOTBETCTBYET Uniform suspension passing through the
JucnepcHocTh 710 pm sieve is formed / Obpasyercsa
OJIHOpOJIHASL CYCIIEH3Ud, IPOXOAAIIasn
yepes CHTO € pa3MepoM OTBEPCTHH
710 MxM

Remarks : The Product conforms

Ipnmeuanne: [TpoxykT coorBeTcTByeT TpeboBanusM HJI

to ND/

Opinion : APPROVED
3akawuyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: ﬂ/ ITposepeno: Rama Kant Onobpeno: Menemxep / Pykosogirenb
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Bulrd : S
Reprint Date: Reprint Date: 3 Reprint Date:
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

BatchNo / Batch Quantity /

Cepris Ne : V2400265 Pasyep cephi ; 547.500 kg
Analytical Rep(zrt No/ 040002442974 Date of Analy‘s,ls / 11.03.2024
AHanuTHyeckuit otueT Ne ; JlaTa ananusa:

Date of Manufacture / 02/2024 Date of Expiry / 01/2029
JlaTa IpOM3BOJCTBA : IogeH 110 :

Analysis performed according ND / Ananu3 nposezaeH no HJT: ITT N011252/02-150323

7 |Related substances / PoagcTBeHHbIe HPUMeECH
Method 1/ Meton 1 0.001% 4-aminophenol (paracetamol impurity) -
4-Aminophenol content / not more than 0.005 %
OnpezneneHue coaepxaHus 4-amuHogeHon (tipumecs
4-amuHodenona napaiieramona) - He 6onee 0,005 %
Method 2 / MeTog 2 0.09% Any individual unidentified impurity of
Ibuprofen and Paracetamol ibuprofen or paracetamol - not more than
unidentified impurities / 0.2%
OnpeneneHue Enunuybas  HeuIeHTH(QUUUPOBaHHAA
HeneHTU UM POBAHHBIX IPUMECH nbynpodena W
npumeceii ubynpodeHna u napaieramona - He 6onee 0,2 %
napavleTamorna N
Total impurities (Method 0.09% Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma
npumeceit (Metoz 1 +
Merton 2)

8 |Microbial limits* / Mukpo6HoJiornyeckas YHCTOTA*
a) Total aerobic microbial NA Not more than 10°> CFU/g /
count / Ob1ee 4icao He 6onee 10° KOE/r
a’poOHBIX
MHUKpPOOPraHH3MOB

Remarks : The Product conforms to ND/

ITpumeuanue: ITpogykT cooreTcTByeT TpebopanuaM HJI

Opinion : APPROVED
3akawuenne: ONOBPEHO

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

[TogrororneHo: o IIposepeno: Rama Kant T\ Qpobpeno: Menejpxep / Pykoroytent

Ankit ~ m Manoj Kumar ’w
y (o

Reprint Date: Reprint Date: ' Reprint Date:
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WUayknmn FOumop™, Tabrerky mucneprupyembie [ans nereiil, 100 mr+ 125 mr

gatch No / V2400265 Batch Quantxty}/ 547.500 ke
epus Ne : Pa3mep cepui :

Analytical Rep(irt No/ 040002442974 Date of Analysis / 11.03.2024
Ananutuyecknii otueT Ne JlaTa aganusa:

Date of Manufacture / 02/2024 Date of Expiry / 01/2029
JlaTa npou3BOACTBA : I'open no :

Analysis performed according ND / Anayu3s nposeaet o HJL: [T NO1 1252/02-150323

b) Total combined yeasts NA Not more than 10> CFU/g/
and mould count / O6uyee He 6onee 10> KOE/r
YHCIIO IPONIKEBBIX )

IJIECHEBBIX TPUOOB

¢) E. coli NA Shall be absentin 1 g/

OtcyTcTBHE B 1 T

Uniformity of dosage units /

OIHOpPOJHOCTH JO3UPOBAHUSA

Ibuprofen / N6ynpoden

2.6

The acceptance value (AV) should be not
more than 15.0 / IlokasaTens
npuemieMoctd (AV) J0IKeH ObITh HE
6onee 15,0

Paracetamol / [Tapaneramon

10 |Assay/ KoaudecTBeHHoe

ornpeaeieHne

Remarks : The Product conforms to ND/

2.9

98.3 mg/ 98.3 Mr

121.9mg/ 121.9 mr

ITpumeuanne: ITpoaykt coorseTcTBYeT Tpedosannsm HII

The acceptance value (AV) should be not
more than 15.0 / Ilokasarens
npuemiieMoctd (AV) nomxen OHITH HE
6onee 15,0

90.0 mg to 110.0 mg of Ci3H30;
(ibuprofen) per tablet / Ot 90,0 Mr o
110,0 Mr C;3HigO2 (ubympoden) B
TabyeTKe

112.5mg to 137.5mg of CsHyNO;
(paracetamol) per tablet / Ot 112,5 mr 10
137,5mMr CsHgNO, (mapaueramon) B
TabneTke

Opinion : APPROVED
3axnwyenne: OQJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TonroTornexo: m | Ilposepeno: Rama Kant _ Onob6peno: Menemkep / PykosoanTeib
Ankit L ,&M Manoj Kumar

s 4
Reprint Date: Reprint Date: ' Reprint Date:
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

Page Sof 6/ CTp. 5u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

U6ykmun FOnuop®, Tabnetku nucneprupyemsie [ns aereii], 100 mr + 125 mr

Batch No/ Batch Quantity /

Cepus Ne : V2400265 PasMep cepiH : 547.500 kg
Analytical Repc:rt No/ 040002442974 Date of Analysis / 11.03.2024
AsangTudeckui otueT Ne ; JlaTta ananuza:

Date of Manufacture / 02/2024 Date of Expiry / 01/2029
JlaTa mpou3BOJICTRA : Tozex no :

Analysis performed according ND / Ananu3s nposezies no HJI: IT N011252/02-150323

11 |Package/ YnakoBKa

10 tablets in PVC/Al blister. 2 blisters
and patient information leaflet in a
carton. / Ilo 10 Tabnerox B 6aucTep
u3 IIBX/AL ITo 2 6iuctepa BMecTe ¢
HHCTPYKLHEH MO0 NPHUMEHEHHIO B
MayKy KapTOHHYIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient information leaflet in
a carton. / 1o 10 Tabnerok B Omuctep U3
IMBX/AlL Ilo 1, 2 unu 20 6nucrepos
BMECTE C HHCTPYKIMEH 1O MPUMEeHEHHIO
B Ma4yKy KapTOHHYIO.

12 |Labeling / MapkHpoBKa

According to ND. / B cooTBeTcTBUHU C

HL.

13 |Storage conditions /
XpaHeHue

25 °C.

In the original packaging (blister in carton) at temperature below 25 °C. /
B opurunanbHoii ynakoske (6ucTep B IIadke) IPU TEMIIEPATYPE HE BBILIE

14 | Shelf life / Cpox rogHocTH

5 years /5 ner

* The test is performed for each 20th batch, or for one batch in a year whichever is earlier. The test can be absent
in the certificate of analysis. / McnbITAHHE NPOBOIUTCS TOJBKO IS Ka:Kkgoi 20-H cepun MM 1/ ONHOMH CEPHH B
rojl, B 3aBHCHMOCTH OT TOIr0, YTO HACTYNHT paHee. [Ioka3aTe/ b MOKET OTCYTCTBOBATH B CEPTH(UKATE AHAIM3A.

Remarks : The Product conforms to ND/
ITpnmeuanue: [IponykT cooTBeTcTBYET TpeboBanusam HJT

Opinion : APPROVED
Zaxuawuenne: OJOBPEHO

Prepared by / - Checked by / Approved by: Manager/Executive /
IToarotornexo: />( _~ | IlpoBepeno: Rama Kant Onobpeno: Menemxep / PykoBoaurens
Ankit b g g Manoj Kumar ‘,M{e
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

U6yxmun FOuuop®, Tabnetky nucneprupyemeie [nns neredi], 100 mr+ 125 mr

Batch No / V2400265 Batch Quantlty./ 547.500 ke
Cepust Ne : Pa3mep cepui :

Analytical Rep?rt No/ 040002442974 Date of Analysis / 11.03.2024
AHanuTHyeckuit otyeT Ne : JlaTa ananu3a:

Date of Manufacture / 02/2024 Date of Expiry / 01/2029
JlaTa npou3BOJCTBA : I'oneH no

Analysis performed according ND / Ananu3 nposeaen no HJ/I: TIN011252/02-150323

API name (INN) /

npoussopuTens ['JID:

Hamvenosanue AGC (MEHH): Ibuprofen / U6ynpoden Paracetamol / [Tapanietamon
API manufacturer batch number / PIBM230456 APAPE2023060685
Homep cepun nponzsoauteas ADC:

FP Manufacturer API Batch number /

Homep cepun cydGcTaHIMH FEQA00656 FEQAO00345

API Manufactured by & country / Limited, India / Conapa DKTHB
Hpoussogureas A®C, crpana:

Solara Active Pharma Sciences

®apma Caiiencus Jlumuren, Muaus

Granules India Ltd., India /
I'panynec Unpus JIta., Uuans

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoxykT cooTBeTCTBYET Tpebosannam H/T

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by /
IloaroroseHo: [A - ITposepero: Rama Kant T

Ankit
& o

Approved by: Manager/Executive /
Onobpeno: Menemxep / ]:_’_yKOBO);’lITBﬂb

Manoj Kumar &.}2"’2 _LL/‘U!_,

Reprint Date: Reprint Date:
Hara: 11.03.2024 Hara: 11.03.2024

Reprint Date:
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