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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 1 of 6 /CTp. 1u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yKmmH IOHuop”, Tabnetku aucneprupyemsie [ans gereiil, 100 mr + 125 mr

Batch No / Batch Quantity /

Cepus No : V2400285 Pazmep cepuu : 945 k5
Analytical Repcirt No/ 040002445861 Date of Analysis / 11.03.2024
AnaJutndeckuit otuet Ne : JlaTta aHanu3za:

Date of Manufacture / 02/2024 Date of Expiry / 01/2029
JlaTa npou3BOACTBA : I'ozen 1o :

Analysis performed according ND / Ananuz nposenen no HJI: IT N011252/02-150323

No Test / IloxaszaTennb

Results / Pe3yabTaTsl

Specification / Hopma

1 [Description / Onucanue

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

score-line on one side and
characteristic odor. /
Kpyrmnble  miocKoIMIHHAPUYECKHE
TabJIETKH  PO30BOrO  ILIBETa  C

BKpanieHusmMH, ¢ $hackoil u pUCKOi
Ha OJIHOM CTOpOHE, C XapaKTepHbIM
3amnaxom.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrible TUTOCKOLIMJTMHAPUYECKHE
TabneTKH PO30BOTO BETa c
BKpAIUIEHUsAMH, C (Gackoil U pUckoil Ha
OJIHOM  CTOpOHE, C  XapaKTepHbIM
3aMaxoM.

2 |Identification /
IlopnuHHOCTHL

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). /
BpemeHa  ynep»KWBaHUST ~ OCHOBHBIX
MTHKOB Ha XpOMaTOrpaMMme
HUCIBITYEMOTO  pacTBOpPa  JOMKHBI
COOTBETCTBOBATh BpEMEHaM
YAEpKHUBAHUS MTHKOB Ha
XpoMaTorpaMMe pacTBOpa CTaHapTHBIX
obpasnos ubynpodena u napaleramosa

Ipumeganue: [IpoaykT coorBeTcTBYeT TpeboBanuaM HJ{

(paznen «KonuuectBeHHOE
OTIpENIENICHUE).
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akarouenne: OJJOBPEHO

Hara: 11.03.2024

Hara: 11.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosnexo: /). [Tposepeno: Rama Kant Onobpeno: Menemxkep / PykoBoyinreb
Ankit ’ W Manoj Kumar &u}

: —
Reprint Date: Reprint Date: A Reprint Date:

Jlara: 11.03.2024
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6y knmuH IOuuop”, Tabnetkn aucneprupyemsie (s aeteid], 100 mr + 125 mr

Batch No / Batch Quantity /
Cepyist Neo : V2400285 Pasmep cepuy : 475 ke
Analytical Rep(zrt No/ 040002445861 Date ofAnaly‘sw / 11.03.2024
AHaJUTHYeCKHii oTueT Ne ; Jlata ananu3za:
Date of Manufacture./ 02/2024 Date of E)fp1ry/ 01/2029
|HMara npou3BOACTBA : ['open no:
Analysis performed according ND / Ananu3 nposenen no H/I: [T N011252/02-150323
Ne Test / IlokazaTens Results / PesynbTaThl Specification / Hopma
3 |Average weight of tablets / 365.3 mg/ 365.3 mr 357.7 mg to 372.3 mg
Cpeansist Macca Tab/1eToK Complies/CooTBETCTBYET (365.0 mg £ 2.0 %). /
P Y Or 357,7 Mr 10 372,3 Mr
(365,0 Mr+2,0 %)
4 |Disintegration / 00 min 28 sec/ 00 MuH 28 cex | Not more than 3 min
Pacnagaemocth He 6onee 3 MuH
5 |Dissolution / PactBopeHue 99 % to 101 % Not less than 70 % (Q) of C;3His0s
(ibuprofen) after 30 min / He wmeHnee
70 % Q) Ci3Hi130:
(nbynpoden) uepe3 30 MuH
98 % to 100 % Not less than 70 % (Q) of CsHoNO»
(paracetamol) after 30 min / He meHee
70 % Q CsHsNO;
(napaneramon) yepes 30 MUH
6 | Dispersibility / Complies / CooTBETCTBYET Uniform suspension passing through the
MucnepcHocTh 710 pm sieve is formed / Ob6pazyercs
OJIHOpPOJIHAsl CYCMEH3Us, NpoXozsias
yepe3 CHTO C pa3MepoM OTBEPCTHH
710 MxM

Remarks : The Product conforms

ITpumeuanne: ITpoaykT cooTBeTcTBYET TpeboBanusam HJI

to ND/

Opinion : APPROVED
Zakmwouenune: OJIOBPEHO

Prepared by / (] Checked by / Approved by: Manager/Executive /
[MoaroroneHo: [i [TpoBepeHo: Rammnt Onobpeno: Menemxep / PykoBogurens
Ankit d U.(J\ Manoj K

UL j Kumar Wé
Reprint Date: Reprint Date: Reprint Date:
Hara: 11.03.2024 Hara: 11.03.2024 Hata: 11.03.2024
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
|Gyxnin FOunop”, Tabnerkn gucneprupyemsie [ aereii], 100 Mr + 125 mr

Batch No{ V2400285 Batch Quantlty.f 547.5 kg
Cepaist No Pasmep cepun :

Analytical Repc:rt No/ 040002445861 Date of Analysis / 11.03.2024
AnanuTudeckuil oryer Ne : JlaTa aHanuza:

Date of Manufacture / 02/2024 Date of Expiry / 01/2029
JlaTa npou3BOJCTRA : ["oneH Jo :

Analysis performed according ND / Anamuz nposeser o HJT: TT N011252/02-150323

Related substances / PoncrBeHHbIe mpuMecH

Method 1/ Metop 1
4-Aminophenol content /

4-amuHodenona

Onpezenenue conepyxaHus

0.001%

1~ /

Method 2 / Meton 2
unidentified impurities /
Onpenenenue
HEHJEHTUDHIHPOBAHHBIX
npumeceit u6ynpodeHa u
napareTamosa

Ibuprofen and Paracetamol

0.10%

Total impurities (Method
1+Method 2) / Cymma
npumeceii (Meron 1 +
Merton 2)

0.11%

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

4-amuHObeHON (mpumecs
naparietamora) - He 6onee 0,005 %

Any individual unidentified impurity of
ibuprofen or paracetamol - not more than

0.2 %
EnuHuvHas — HeMJAGHTUULUPOBaHHAS
MpUMEChH uoynpodena HIH

napateramona - He 6onee 0,2 %

Not more than 0.7 % / He 6onee 0,7 %

8 |Microbial limits* / MukpooHoJoruyeckast yucrora*

a) Total aerobic microbial
count / Ob1ee 4uciio
a3poOHBIX
MHKpPOOPTaHH3MOB

NA

Not more than 10° CFU/g/
He 6onee 10° KOE/r

Remarks : The Product conforms to ND/
Ilpumeuanue: [Iponykt coorBeTcTByeT TpeboBanusm HJ{

Opinion : APPROVED
3akmouyenne: OJJOBPEHO

Harta: 11.03.2024

Hata: 11.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosneHo: K | IlpoeepeHo: Ramn@a t .l_ Ono6peno: Menemxep / Pykosgauteis
Ankit = UIQ(D'W Manoj Kumar M

A /
Reprint Date: Reprint Date: Reprint Date:

Hara: 11.03.2024
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CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yknnH IOHuop®, TabneTku mucnepriapyemsle [fas aereii], 100 mr+ 125 mr

Batch No / V2400285 Batch Quantlty./ 547.5 kg
Cepust No Pazmep cepui :

Analytical Repcirt No/ 040002445361 Date of Analysis / 11.03.2024
AHanuTHueckuit oTyeT No : JlaTa aHanu3za:

Date of Manufacture / 02/2024 Date of Expiry / 01/2029
Jlata npou3BoACTBA : I'ozen 10 :

Analysis performed according ND / Ananu3z nposeged no H/[: [1 N011252/02-150323

b) Total combined ycasts NA Not morc than 10° CFU/g /
and mould count / OB1ee He 6onee 10> KOE/r
YHCIIO APONOKEBBIX U

TJIECHEBBIX IPHOOB

c) E. coli NA Shall be absentin 1 g/

OtcyrcTBUe B 1 T

9 | Uniformity of dosage units / OxHOPOAHOCTH 03 POBAHUS
Ibuprofen / U6ynpoden 1.7 The acceptance value (AV) should be not
more than 15.0 / [Ilokazarens
npuemneMocTH (AV) nomkeH ObITb He
oonee 15,0
Paracetamol / Iapaneramon 1.6 The acceptance value (AV) should be not
more than 15.0 / Tlokasarens
npuemyieMocTd (AV) momked OBITh HE
6onee 15,0
10 |Assay / KonmnuectBenHoe | 99.1 mg/99.1 mr 90.0mg to 110.0mg of C;3Hi30:

onpeaxesyieHue

123.4 mg/ 123.4 mr

Remarks : The Product conforms to ND/
IIpumeuannue: [IpoaykT cooTseTcTBYeT TpeboBaHusM H]I

(ibuprofen) per tablet / Ot 90,0 Mr no
110,0 mr  Ci3Hi3s02 (ubynpoden) B
Tabnetke

1125mg to 137.5mg of CsHoNO»
(paracetamol) per tablet/ Ot 112,5 Mr 10
137,5Mr CsHoNO, (mapaueramon) B
TadneTKe

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: /‘ [TposepeHo: Rama T Onobpeno: Menemxkep / PykoBojiTe b
Ankit , Manoj Kumar

taal Pl
Reprint Date: Reprint Date: Reprint Date:

JHarta: 11.03.2024

Hara: 11.03.2024

JHara: 11.03.2024
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CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIM3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

W6ykmin FOuuop”, Tabiierku gncneprupyemsie [ans aereii], 100 mr + 125 mr

Batch No / Batch Quantity /

Cepus Ne ; V2400285 Pasmep cepun : 3475 ke
Analytical Rep(irt No / 040002445861 Date of Analysis / 11.03.2024
Ananutuyeckui otuet No : JlaTa ananusa:

Date of Manufacture / 02/2024 Date of Expiry / 01/2029
Jara npousBojcTBa : T'onen no :

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

10 tablets in PVC/Al blister. 2 blisters
and patient information leaflet in a
carton. / ITo 10 Tabnerox B Gaucrep
u3 [IBX/AL Io 2 6auctepa BMmecTe ¢
MHCTPYKIMEH N0 MNpHUMEHEHHIO B
Nayky KapTOHHYIO.

10 tablets in PVC/AL blister. 1, 2 or 20
blisters and patient information leaflet in
a carton. / [To 10 Tabnetok B 61ucTep u3
IIBX/Al. ITo 1, 2 unu 20 GmucrepoB
BMECTE C HHCTPYKIHKEN 110 MPUMEHEHHIO
B MaYKy KapTOHHYIO.

According to ND. / B cooTBeTcTBHH C

HI.

25 °C.

In the original packaging (blister in carton) at temperature below 25 °C. /
B opurunanbHoO# ynakoBke (OJUCTep B Ma4Ke) MpU TeMIlepaType He BEIIE

11 |Package / YnakoBka

12 |Labeling / MapxupoBka

13 [Storage conditions /
Xpanenue

14 | Shelf life / Cpox roanocTu

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. / McnpITaHHe NPOBOANTCH TOJBKO U1 KaXKA0H 20-i cepHH HJIH AJI OAHOI cCepHH B
roi, B 3aBHCHMOCTH OT TOr0, YTO HACTYNHT paHee. Iloka3zaTenb MOXeT OTCYTCTBOBATH B cepTUHKATE aHAJH3A.

Remarks : The Product conforms to ND/
Ilpumeuanne: Ilpoaykt cootBercTBYeT TpeboBanusm H]J

Opinion : APPROVED
3axawuenue: OJJOBPEHO

Prepared by / 7 Checked by / Approved by: Manager/Executive /
[loarorosnexo: ﬁ _— | Ilposepeno: Rama Kant Opnobpeno: Menemxep / PykoBofurens
Ankit ! M Manoj Kumar

R" _ / {
Reprint Date: Reprint Date: Reprint Date:
Hara: 11.03.2024 Hara: 11.03.2024 Jara: 11.03.2024




CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A
Page 6 of 6 / CTp. 6 43 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxnnu YOnuop”, Tabnetku ancneprupyemsie [ans gereii], 100 mr + 125 mr -
Batch No / V2400285 Batch Quantlty‘/ 547.5 kg
Cepust No : Pazmep cepun :
Analytical Repc:rt No/ 040002445861 Date of Analysis / 11.03.2024
AHanutuyeckuii otyuet Ne : JlaTa aHanu3a:
Date of Manufacture / 02/2024 Date of Expiry / 01/2029
Jlata npon3BoJICTRA : I'onen j0:
Analysis performed according ND / Ananu3 nposesen no HJ[: T1 N011252/02-150323

API name (INN) /

Haumenopanne ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon

API manufacturer batch number /
Homep cepuu npoussoautens ADC:

FP Manufacturer API Batch number /
Homep cepuu cy6eTanmun FERA00048 FEQAO00345

npoussoautess I'JID:

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & country / Limited, India / Conapa DxTiB I'panynec Muaus Jita., Unaus
Iponssoaurent ADC, cTpana: ®apma Caitencus Jlumuren, Maaus

Remarks : The Product conforms to ND/ Opinion : APPROVED

I pumeyanne: [Tponykt cooreTcTBYET TpeboBaHusM HJT 3akawyenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IlonrotosneHo: ﬁi .~ | IIpoBepeno: Rama Kant Onobpeno: Menemkep / Pykosoantens
Ankit —~ Mﬁﬂﬁ Manoj Kumar W
Reprint Date: Reprint Date: e Reprint Date: o

Hara: 11.03.2024 Hata: 11.03.2024 Jara: 11.03.2024




