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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page 1 of6/Ctp. 1 13 6

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

U6y ks FOHop”, Tabnetku aucneprupyemsbie [aas peteit], 100 mr + 125 mr
: “TEprup

BatchNo/ Batch Quantity /

Cepia Ne ; V2400296 Pasmep cepun : 540.48 kg
Analytical Repczrt No/ 040002446942 Date of Analysis / 12.03.2024
Apalutuyeckuil otuet No : JlaTa ananusa:

Date of Manufacture / 02/2024 Date of Expiry / 01/2029
JlaTa mpou3BOJCTBA : T'ozeH o :

Analysis performed according ND / Ananus nposeset no HJL: TTNO1 1252/02-150323

Ne Test / lloxazaTeqanb

Results / PesyabTarsl

Specification / Hopma

1 T)escription / Onucanue

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

score-line on one side and
characteristic odor. /
Kpyriisle  MIOCKOUMITMHAPUYECKHE
TabneTkd  po30BOrO  lBeTa ¢

BKparuieHisMu, ¢ dackol v puckoit
Ha OHOI CTOpPOHE, C XapaKTePHBIM
3aMaxoM. :

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

line on one side and characteristic odor./
Kpyrnsie IIOCKOLUNMHAPHYECKHUE
TabJIeTKH pPO30BOTrO BETa c

BKpalyieHusMH, ¢ ackoii ¥ puUCKoit Ha
ONHOIi CTOpOHE, C  XapaKTepHbIM
3aMaxoM.

Identification /
TloaJTHHHOCTDL

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  yNepXKUBaHMs ~ OCHOBHBIX
HKOB Ha XpoMaTorpamMmme
HCOBITYEMOTO  pacTBopa  JIOJDKHBI
COOTBETCTBOBATH BpeMeHaM
yIaepaKHBaHHUs MHKOB Ha
XpomarorpaMmme pacTBopa CTaHAapTHBIX
o6pasuoB ubynpodeHa 1 napaueramona
(pazmen «KoNH4eCTBEHHOE
oIpeenecHue»).

Remarks : The Product conforms to ND/

Mpumeuanne: [Tponyxr cootsercryer TpeSosannam HJ{

Opinion : APPROVED
Zaxawuenue: OJJTOBPEHO

Prepared by / Checked by / Approved by: ManagerfExecutive /
IToAroTOBNIEHO: ﬂ\r [posepeHno: Sa%sh Kumar Maurya | Ono6peno: Menemiep/ PykoBoaunreib
Shivani [ Abhishek Chauhan /

N = /
Reprint Date: Reprint Date: Reprint Date:
Jara: 12.03.2024 Iata: 12.03.2024 Hara: 12.03.2024
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

Page 2 of 6/ CTp. 2 u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WUoykans FOuuop”, Tabnetky aucneprupyembic [Ans aereii], 100 mr + 125 mr
BatCh No / V2400296 Batch Quantlty'/ 540.48 kg
Cepns No : Pasmep cepHu :
Analytical Rep(zrt No/ 040002446942 Date of Analy§1s / 12.03.2024
AHanmThdeckuii otueT Ne : [Jara anajnsa:
Date of Manufacture‘/ 02/2024 Date of E)fplry/ 01/2029
JlaTa npONW3BOACTEA ! ["ojen 1o :
Analysis performed according ND / AHanus npoBse/ieH 110 HJI: TTNO011252/02-150323
Ne Test / Illoka3aTesb I Results / Pe3yibTaThl Specification / Hopma
3 | Average weight of tablets/ 366.8 mg/ 366.8 Mr 357.7 mgto 372.3 mg
Cpenusis Mmacca Ta0J1eTOK . (365.0 mg + 2.0 %). /
Complies/CoOTBETCTBYET Ot 357,7 wr 20 372,3 Mr
(365,0 Mr £ 2,0 %)
4 |Disintegration / 00 min 34 sec / 00 mun 34 cex | Not more than 3 min/
Pacnagaemocth He 6onee 3 muH
| 5 |Dissolution / PacTBopenue 98 % to 100 % Not less than 70 % (Q) of CisHisOq
(ibuprofen) after 30 min / He MeHee
70 % Q Ci13Hiz0,
(m6ynpoden) yepes 30 MUH
96 % to 99 % Not less than 70 % (Q) of CsHoNO:
(paracetamol) after 30 min / He MeHee
70 % Q CsHoNO,
(napaueramon) yepes 30 MHH
6 Dispersibility_ / R Complies / COOTBETCTBYET | Uniform suspension passing through the
JucnepcHOCTh 710 pm sieve is formed / Obpasyercs
OflHOpoJHas CYCIEH3Hs, MpOoXoasmas
yepes CHTO C pasMepoM OTBEPCTUH
710 MKM

Remarks : The Product conforms

Ipumeuanue: [IpojyKkT COOTBETCTBYET TPeOOBAHIUAM HA

to ND/

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Managey/Executive /
[Tonroronnciio: : Iponepeno: Santosh Kymar Manrya | Qnoafipero: MeHemke / PykoBoauTenb
Shivani p) Abhishek Chauhan 7

it Sl
Reprint Date: Reprint Date: Reprint Date:
Jara: 12.03.2024 JMara: 12.03.2024 Jlara: 12.03.2024
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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJTTH3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

U6ykmin I0unop”, TabneTky ancneprupyemsie [ neteiil, 100 mr + 125 mr

Batch No / Batch Quantity /

Cepus Ne : V2400296 Pasmep cepun : 54048 kg
Analytical Repczrt No/ 040002446942 Date of Analysis / 12.03.2024
Ananutuyeckuii ordeT Ne : JlaTa aHamiza:

Date of Manufacture / 02/2024 Date of Expiry / 01/2029
JlaTa IpOM3BOJICTRA ! TofieH 110 :

Malysis performed according ND / Ananus npoBeAet 1o HJI: T1N011252/02-150323

7 | Related substances / PogcrBeHHbIe IpHMECH
Method 1/ Merog 1 0.001% 4-aminophenol (paracetamol impurity) -
4-Aminophenol content / not more than 0.005 %
Omnpenenende CoAEpXaHus 4-amuHODEHOI (npumecs
4-amrHOGeHOoNa napateramorna) - He 6onee 0,005 %
Method 2 / Meton 2 0.10% Any individual unidentified impurity of
Ibuprofen and Paracetamol ibuprofen or paracetamol - not more than
unidentified impurities / 0.2%
Omnpenenenue EnvHuYHas — HeMACHTH(HLMPOBaHHAS
HenAeHTHHULUPOBAHHBIX pHEMECh nbynpogeHa WIu
npumeceit uéynpodena u napaueramona - He doinee 0,2 %
niapateramosna
Total impurities (Method 0.10% Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma
npumeceii (Merog 1 +
Merton 2)

8 |Microbial limits* / MukpoGHoJOrHYecKasi YHCTOTa™
a) Total aerobic microbial NA Not more than 10* CFU/g/
count / O61ee Yucio He 6onee 10° KOE/r
a’pobHBIX

L MHKpPOOPraHH3MOB

Remarks : The Product conforms to ND/

Ipumeuanue: [IpoaykT coorsetcTyeT Tpedoarusam HI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Managgr/Executive /
[ToAroTOBNIEHO: /@ ‘;‘ IIposepetro: Santosh Kumar Maurya Ono6peno: Menemkep / PykosoagTeis
Shivani . 3&@- Abhishek Chauhan 7
Reprint Date: Reprint Date: Reprint Date:

Jata: 12.03.2024 Hata: 12.03.2024 Jara: 12.03.2024

fAegistered Cffice:
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6yxmun FOruop®, Tabnetku aucneprupyemsle [ pereit], 100 mr+ 125 mr

Batch No / V2400296 Batch Quantlty'/ 540.48 kg
Cepns No Pasmep cepui :

Analytical Repczrt No/ 040002446942 Date of Analysis / 12.03.2024
Ananurnyeckuii otyeT Ne : Jara ananuza:

Date of Manufacture / 02/2024 Date of Expiry / 01/2029
JlaTta mpoW3BOJICTBA ! [oneH 10 :

Analysis performed according ND / Ananus nposeaen no HJI: T1 NO11252/02-150323

b) Total combincd ycasts NA Not more than 10* CFU/g /
and mould count / O6wee He 6onee 10> KOE/r
YHCII0 JPOXOKEBLIX U

IJIECHEBBIX TpUOOB

¢) E. coli NA Shall be absentin 1 g/

OrcytctBUe B 1 1

onpeaeIeHue

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoayKT cooTBeTCTBYET TpeboBanusaM HJY

123.7 mg/ 123.7 mr

9 | Uniformity of dosage units / OAHOpOAHOCTL J03HPOBAHHSA
Ibuprofen / U6ynpoden 1.3 The acceptance value (AV) should be not
more than 15.0 / TlokasaTens
npueMieMocTd (AV) nomxeH ObITH HE
boinee 15,0
Paracetamol / ITapaneramon 1.3 The acceptance value (AV) should be not
more than 15.0 / Ilokasarens
npuemyieMocTd (AV) nomkeH OBITh HE
Ooiee 15,0
10 |Assay / KoanuecTBeHHOE 100.1 mg/ 100.1 mr 90.0mg to 110.0mg of Ci3H 502 |

(ibuprofen) per tablet / Ot 90,0 Mmr no
110,0 mr C13Hi3sO2 (ubynmpoden) B
Tabnerke

112.5mg to 137.5mg of CsHoNO:
(paracetamol) per tablet / Ot 112,5 mMr fo
137,5Mr CsHoNO, (mapaneramon) B
TabneTke

Opinion : APPROVED
3akmouenune: OJOBPEHO

Hara: 12.03.2024

Hara: 12.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBAEHO: - [TposepeHo: Sa&ih Kumar Maurya | Ono6peno: Menejpifep / PykogonuTens
Shivani ) Abhishek Chauhan

Reprint Date: Reprint Date: Reprint Date:

Jara: 12.03.2024
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
UGy kaun Onuop"”, Tabnetku gucneprupyemsie [ana aereii], 100 mr + 125 mr

BatchNo / Batch Quantity /

Cepuist Ne : V2400296 Pa3mep cepuu : >40.48 kg
Analytical Repclrt No/ 040002446942 Date of Analysis / 12.03.2024
AHanutndeckui otdet No JlaTa ananuza:

Date of Manufacture / 02/2024 Date of Expiry / 01/2029
JlaTa npou3BOJCTBA : I'oxeH go :

Analysis performed according ND / Ananus nposeses no HJI: [1 N011252/02-150323

11

Package / YnakoBka

10 tablets in PVC/Al blister. 2 blisters
and patient information leaflet in a
carton. / ITo 10 tabnerok B OnucTep
u3 [IBX/AL. Ilo 2 6nuctepa BmecTe ¢
MHCTPYKIME#t [0 NPHMEHEHHIO B
144Ky KapTOHHYIO.

10 tablets in PVC/ALl blister. 1, 2 or 20
blisters and patient information leaflet in
a carton. / ITo 10 TabneTok B 6sMcTep U3
TIBX/Al Tlo 1, 2 wnu 20 6nucTepoB
BMECTE C HHCTPYKIHEH 10 MPUMEHEHUIO
B I1a4YKy KapTOHHYIO.

12

Labeling / MapkupoBka

According to ND. / B cootserctBuu ¢ HJI.

13

Storage conditions /
XpaneHue

25 °C.

In the original packaging (blister in carton) at temperature below 25 °C. /
B opuruHanbHoit ynakoBke (6JHCTEp B ayKe) IIPH TEMIEpaType He BhILLIE

14

Shelf life / Cpok rogaocTH |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. / UcnpITande NpoBoaMTCS TOJIBKO ISl Kaxa0i 20-ii cepuy UM 1J1si OXHOH CepHH B
rofl, B 3aBHCHMOCTH OT TOI0, YTO HacTynuT panee. [TokasaTe/b MOXKeT OTCYTCTBOBATh B CepTH(HKATEe aHAIH3A.

Remarks : The Product conforms to ND/
Tpumeuanue: [TpoaykTt cootBeTcTBYET Tpebosanusam H/T

Opinion : APPROVED
3akmovyenne: OJJOBPEHO

Hata: 12.03.2024

Jlata: 12.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[ToproTtoBneHo: )( ITposepeno: Santosh Kumar Maurya | Onobpeno: Menemsep / PykoBoanTesnb
Shivani (s Abhishek Chauhan l
Reprint Date: Reprint Date: Reprint Date: '

Hata: 12.03.2024
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
Page 6 of 6/ CTp. 6 13 6

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

|M6ysnn FOnnop”, Tabnetku aucneprupyemsie [ans aereit], 100 mr + 125 mr

Batch No/ Batch Quantity /

Cepust Ne : V2400296 Pasmep cepuu : >40.48 kg
Analytical Repclrt No / 040002446942 Date of Analysis / 12.03.2024
Anamytudeckuil otyet No : JlaTa aHanu3a:

Date of Manufacture / 02/2024 Date of Expiry / 01/2029
JlaTa npou3BoACTBA : l'opeH no:

Analysis performed according ND / Ananus nposeaer no HJI: I1 N011252/02-150323

API name (INN)/

Hanvenosanne AGC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon

API manufacturer batch number / PIBM230405, PIBM230456 APAPE2023060685
Homep cepuu npoussoauntesst ADC:

FP Manufacturer API Batch number /
Homep cepun cyGcTaHIMu FERAO00048, FEQA00656 FEQA00345

npoussoaurtes I'JID:

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & country / Limited, India / Conapa Oktus I'panynec Muaus Jita., Muaus
Iponssonutent ADC, cTpana: dapma Caitencus Jlumuren, Uupus

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanne: [IponykT cooTBeTCTBYET TpeboBaHusaM H/I 3akmouenue: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTtoBneHo: /@ T ITposepeno: Santosh Kumar Maurya | Onobpeno: Menejukep / PykoBouTens
Shivani A 4 Abhishek Chauhan (i
Reprint Date: Reprint Date: Reprint Date: l

Jata: 12.03.2024 Hara: 12.03.2024 Hata: 12.03.2024




