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CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIM3A

Page10of 6/Ctp. 1u3 6

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

HNoyxaun IOHnop®, TabaeTKH gucneprupyemMsle [1as gereit], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepusi Ne : Mt Pa3zmep cepuu : 1500000.0 tab
Analytical Repovrt No/ 040002742230 Date of Analysis / 27.11.2024
AHATHTHYECKHI oT4yeT No : JlaTa ananusa:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa npou3BojacTBa : I'open go :

Analysis performed according ND / Anasnn3 nposenen mo HJI: JITT-Ne(004427)-(PI'-RU)-260124

Ne Test / [Tokazarenn Results / PesyabTaTnl

Specification / Hopma

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic - odor. /
Kpyrnbpie miockouuIMHApUYECKHe
TabJeTKH  pO30BOrO  lBETa C
BKparnjeHusMH, ¢ Gackoii U puckon
Ha OJIHOM CTOpPOHE, C XapaKTEPHBIM
3armaxom.

1 T)escription / Onucanue

Complies as prescribed/
CooTBercTByeT

Identification /
IloanuaHOCTDL

| The retention times of the main peaks on the

Pink round flat-faced beveled-edge tablets
with impregnations and a score-line on one
side and characteristic odor./ Kpyrnbie
MIOCKOLMJIMHAPHYECKHE TabneTku
PO30BOrO I[BETa ¢ BKpAIICHUAMH, ¢ dackoi
W  puckoii Ha OAHOH CTOpPOHeE, C
XapaKTepHbIM 3aMaXxoM.

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
yOEP)KHBaHHS  OCHOBHBIX TNHKOB  Ha
XpOMATOTPpaMME€ HCIBITYEMOrO PacTBOpa
JO/DKHBl  COOTBETCTBOBATH  BpEMEHaM
YACPIKHMBAIIHSL THKOD 110 XpOMATOTrpaMMEe
pacTBopa CTaHAPTHBIX 0o0OpasLoB
n6ynpodheHa u napaueramona (pasgen
«KonuuecTBeHHOE Onpe/ieICHHER).

Remarks: The Product conforms to ND/
IIpnmeuanue: [IponykT cooTBeTCTBYET TpeboBanusM HJ|

Opinion: APPROVED
3akmouenue: OTJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarotoeneno: Noor ITposepeno: Santosh Kumar Maurya | Onobpeno: Menemxkep / PykoBoautens
Mohammad W %‘ Amit Kumar b

- | r\'__::/’__ =
Reprint Date: Reprint Date: Reprint Date: |
Hara: 27.11.2024 Hara: 27.11.2024 Hara: 27.11.2024
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CERTIFICATE OF ANALYSIS
CEPTHOMKAT AHAJIM3A

Page 2 of 6/ C1p. 213 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykann FOunop®, Tabnerkn aucneprupyembie [nis gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab/
Cepus Ne : pasiesl Pasmep cepnn : 1500000.0 Tab
Analytical Repourt No / 040002742230 Date of Analysis / 27.11.2024
AHanuTH4YecKHii oTyeT Ne : Jara anaansa:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa npoHu3BOJCTEA : T"onen a0 :

Analysis performed according ND / Ananu3 nposeaen no HJI: JIT1-Ne(004427)-(PI'-RU)-260124

! Ne Test / IlokazaTens

Results / Pe3ybTaThl

Specification / Hopma |

/ Cpeansis Macca
TabJeToK

3 Kverage weight of tablets

367.0 mg/ 367.0 mr

Complies/CooTBETCTBYET

4] Disintegration /

PacnagaemocTthb

00 min 30 sec / 00 muH 30 cex

357.7 mg to 372.3 mgé
(365.0 mg + 2.0 %). /
Or 357,77 Mr Io 372,3 Mr|
(365,0 Mr = 2,0 %)

Not more than 3 min /

He 6onee 3 MuH

5 |Dissolution /
PacrBopenne

6 | Dispersibility /
JducnepcHoctb

101 % to 103%

99 % to 101%

Not less than 70% (Q) of C13H1802
(ibuprofen) after 30 min / He menee 70 %
Q) C13H1802

(ubympoden) uepes 30 MUH

Not less than 70% (Q) of C8HINO2
(paracetamol) after 30 min / He menee 70 %
Q C8HINO2

(mapauetamon) uepes 30 MuH |

Complies / CoOTBETCTBYET

'Uniform suspension passing through the |
/710 pm sieve is formed / OO6pasyercs
OJHOPOAHAS  CYCIEH3Hs, MNPOXoasuas |
| yepes CHTO € pa3MepoM oTBepcTHH 710 MKM

7 IRelated substances / PofcTBeHHBIE MpUMecH

Remarks: The Product conforms to ND/
Ipumeuanue: [TponykT coorsercTByeT TpeboBanuam HJJ

Opinion: APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Noor ITposepeno: Santosh Kumar Maurya | Onobpeno: Menemkep / Pykosoautens
Mohammad Amit Kumar | L
zZ— @ / X(' /
Reprint Date: Reprint Date: Reprint Date: |
Jara: 27.11.2024 Hara: 27.11.2024 Hara: 27.11.2024
Registered Ofrice: 3 ills, Hyderabad - 305034, Telangang, India
Tel: +31 40 dlonailiBdiee ]
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CERTIFICATE OF ANALYSIS
CEPTHOPHUKAT AHAJIN3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

HNoykaun IOunop®, TabneTkH Aucneprupyemble [aas gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepns No : Ve Pa3mep cepun : 1500000.0 Tab
Analytical Repourt No / 040002742230 Date of Analysis / 27 11.2024
AHaTHTHYeCKHI oT4eT No ; JlaTa ananu3a:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JdaTa npoH3BoAcTBA : T'onen go :

Analysis performed according ND / Ananus nposexed no HJI: JIIT-Ne(004427)-(PT-RU)-260124

e Test / ITokazaTennb Results / Pe3yabTarhbl ' Specification / Hopma
Method 1 / Metoa 1 4-aminophenol (paracetamol impurity) - not
4-Aminophenol content / 0.001 % more than 0.005 %
D e aa 2 4-amuHodeHON (IpuMech napaneramona) -
[FREMIHDOERoY: e Gonee 0,005 % :
' Method 2 / Meton 2 Any individual unidentified impurity of
Determination of Below BDL (BDL=0.05 %) / Husxe ibuprofen or paracetamol - not more than
Ibl}groffe; iin'd Pargcgtar/nol Mopora perucTpaLuy 0.2%
unidentiiied impurities
| Onpenenetie (TP =0.05%) EnuHnuHas HeuAeHTUGHULMPOBAHHAS
npuMech nOynpodeHa uiy napaleramona -
HeuJIeHTHhULIHPOBAHHBIX He onee 0.2 %
npumeceii ubynpodeHna u o
napaleramoia _:
Total impurities (Method Not more than 0.7 % / He 6onee 0,7 %
[+Method 2) / Cymma 0.001%
npumeceit (Meroa 1 +
Meron 2)
Remarks: The Product conforms to ND/ Opinion: APPROVED
Hpumeuanue: [Iponyxt cootBeTcTBYeT TpeboBaHusM HJJ 3axawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[TonrotorneHo: Noor /)/) ITpoeepeno: Santosh Kumar Maurya | Onobperno: Menemkep / PykoBoauTens
Mohammad O Amit Kumar R
- ‘//
Reprint Date: Reprint Date: Reprint Date: '
Hara: 27.11.2024 Hara: 27.11.2024 Hara: 27.11.2024
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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
NoyxnuH IOHﬂ0p®, TabJieTKn Aucneprupyemble [aas gereii], 100 mr + 125 mr

AHaMTHYeckHi oTuer No @

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : V2402491 Pasmep cepun : 1500000.0 Tab
Analytical Report No / 040002742230 Date of Analysis / 27.11.2024

JlaTa ananuza:

Date of Manufacture / 1
JlaTa npou3BoaCTBA :

Date of Expiry / 10/2029

1/2024
T'ogen no :

Analysis performed according ND / Ananu3 nposeaen no HJI: JI1-Ne(004427)-(PI'-RU)-260124

Ne | Test / Ilokazaren

g |Microbial limits* / MukpoOnonorn4eckas yncrora*

Results / Pe3ybTaThl Specification / Hopma

|a) Total aerobic microbial
count / ObLuee Uucio
a’pobHBIX
MHUKPOOPraHHU3MOB

NA Not more than 103EF17g o
He 6onee 103 KOE/r

b) Total combined yeasts
| and mould count / O61wee
YUCIIO IPOMNOKEBBIX H
TJIeCHEBBIX rprbOB

NA Not more than 102 CFU/g /
He 6onee 102 KOE/r '

c) E. coli

—
NA Shall be absent in lg /|
OtcyrctBHE B I T

9 |Uniformity of dosage units /

OHOPOAHOCTE NO3UPOBAHMUS

Ibuprofen / U6ynpoden ‘

2.3 The acceptance value (AV) should be not
more  than 150 /  Tloxasarenb
npuemaemoctd (AV) pomxeH OBITbH He

Oonee 15,0
Paracetamol / 2.5 The acceptance value (AV) should be not‘
' ITapaueramon more  than 15.0 /  lokasarenn
npuemneMoctd (AV) pomkeH ObITb He
bonee 15,0 ‘
Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusM HJL 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Noor Iposepeno: Santosh Kumar Maurya | Onobpeno: Menenxep / PykoBonutesb
Mohammad i ! Amit Kumar b
Reprint Date: Reprint Date: Reprint Date: !
Hara: 27.11.2024 Hara: 27.11.2024 Jara: 27.11.2024
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page5of 6/Crp. 513 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6yxann FOuuop®, TabaeTku ancneprupyembie [aas gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
CepHst Ne : s Pa3mep cepunu : 1500000.0 Tab
Analytical Repoz‘t No/ 040002742230 Date of Analysis / 27.11.2024
AHaqnTHYecKHUii oTyeT Ne : Jata anannsa:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JaTa npoussoacTsa : T'ogen go :

Analysis performed according ND / Ananu3 nposeaed no HJI: JI[1-Ne(004427)-(PI-RU)-260124

.N't_l_l

Results / PesyabTaTh!

Test / IlokazaTenn
10 | Assay/ KonuuecTBeHHOe
omnpeaejieHHe

100.3 mg/ 100.3 mr

123.7 mg/ 123.7 mMr

190.0 mg to

| Specification / Hopma

110.0mg of CI13HI802
(ibuprofen) per tablet / Ot 90,0 Mmr mo

110,0 mr CI3H1802 (ubynpocpen) B
TabneTke
1125mg to 137.5mg of C8HINO2

(paracetamol) per tablet / Ot 112,5 Mr no
137,5Mr C8HINO2 (napaueramon) B
TabyeTke

11 | Package / YnakoBka

[10 tablets in PVC/Al blister. 2
blisters and patient information
leaflet in a carton. / ITo 10 Tabnetok
B Omucrep uz I[IBX/Al Ilo 2
Onucrepa BMecTe C HMHCTPYKLMeH
Mo  TNPUMEHEHHIO B
KapTOHHYIO.

nauKy

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and patient information leaflet in a
carton. / ITo 10 Tabnerox B Gimcrep U3
IMBX/Al. Ilo 1, 2 unu 20 6a1cTepOB BMECTE
¢ MHCTPYKLIHEH Nno NpUMEHEHHIO B NayKy
KapTOHHYIO.

12 |Labeling / MapkupoBka

According to ND. / B cootBetrcTBuu ¢ HJI.

13 Storage conditions /

In the original packaging (blister in carton) at temperature below 25°C. /

XpaHenue 'B OpUTMHANBHON yakoBke (6icTep B nauke) mpy TeMneparype He Boiiie 25 °C.
|
14 | Shelf life / Cpox 5 years /5 ner
rOJAHOCTH

Remarks: The Product conforms to ND/

Ipumeuanne: [Ipoaykt coorBercTByeT TpeboBanusM HJJ

Opinion: APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toprororneno: Noor ITpoBepeno: Santosh Kumar Maurya | OnoGpeHo: Menemxkep / PykoBoauTensb
Mohammad ﬁ %\ Amit Kumar , . v~

2~ >t —
Reprint Date: Reprint Date: Reprint Date: |
Jara: 27.11.2024 Hara: 27.11.2024 Hara: 27.11.2024
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 6 of 6 / CTp. 613 6

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

Hoyxann IOunop®, TabaeTku Aucneprupyemble [ans gereii], 100 mr + 125 mMr

Batch No / Batch Quantity / 1500000.0 tab /
Cephs Ne : V2402351 Pa3mep cepun : 1500000.0 Tab
Analytical RepO}‘t No/ 040002742230 Date of Analysis / 27 11.2024
AHanuTHYecKHii oTyer No : Jarta anaqnsa:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa npou3BOJCTBA : I'open no :

Analysis performed according ND / Anaan3s mpoBeaen mo HJI: JIT1-Ne(004427)-(PI'-RU)-260124

* 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 manufacturer's certificate of analysis. / MenbITaHHE IPOBOAUTCS TOMBKO A5 Kaxaok 20-i cepuu niau ais
oHO# cepHH B roj, B 3aBHCHMOCTH OT TOro, 410 HacTynuT paHee. Ilokxa3zarejb MOXeT OTCYTCTBOBATH B
cepTHPHKATE AHAJTU3A NPOU3BOAUTES.

API name (INN) /
Hauvenopamnue AGC (MHH): Ibuprofen / U6ynpoden Paracetamol / [lapaueramon
API manufacturer batch number / PIBM?240152 APAP/24091293

Homep cepuu npoussoaurensa ADC:

FP Manufacturer API Batch number /
Homep cepun cybctaHnmuH FERAO00561 FERAO00538

npouspogutens I'JIdD:

Solara Active Pharma Sciences Granules India Ltd., India /

API Manufactured by & country / Limited, India / Conapa 3xTHB I'panynec Unaus Jita., Muans
Ipoussogutear APC, cTpana: ®apma Caitencus Jlnmuten, Uupus
Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanne: [Ipogykt cooTBeTcTBYET TpeboBanusam HJI 3akawyenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroeneno: Noor [posepero: Santosh Kumar Maurya | Opgobpeno: Menemxkep / PykoBoauTenn
Mohammad . )/}/J m Amit Kumar A b

2 III," ~ :’_,,.-f
Reprint Date: Reprint Date: Reprint Date:
JlaTa: 27.11.2024 Jata: 27.11.2024 Hara: 27.11.2024

Registarad Oifico: 8-2-237, Road No, 3, Bani
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