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CERTIFICATE OF ANALYSIS
CEPTHOWVKAT AHAJHM3A

Pagelof 6/Ctp. 113 6

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

HoyknHn IOunop®, TabaeTku aucneprupyemele [ang aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : N Pa3mep cepun : 1500000.0 Tad
Analytical Repo‘}'t No/ 040002778448 Date of Analysis/ 31.12.2024
AHaIHTHYECKHI oTdeT No : Jata anannsa:

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

JlaTa npou3BoAcTBa : Conen mo :

{Analysis performed according ND / Anaaus nposenen mo HJIL: JITI-Ne(004427)-(PT-RU)-260124

Na [ Test / Hoxaaa're.nb Results / Pez’ynb'raru
1

|
‘Descnplwn /Onncanne | Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and

characteristic odor. /
| Kpyribie NIOCKOLUMNAHHAPHYECKHE
TabNeTku po3oBoro  Lpera  C|

Ha OAAHOH CTOpPOHE, ¢ XapaKTepHbIM
3anaxoM.

|
|

2 |ldent1f ication / Complies as prescnbed/
{TlogTHHHOCTL CoOoTBETCTBYET

BKpAILICHHSMH, ¢ $ackoif U PUCKOIT | XapaKTEPHbBIM 34TIaX0M.

«KonuuecTBeHHOE OIpeAenCH l'le») 3

Specification / Hopma

[Pink round flat-faced beveled-edge tablets |

with impregnations and a score-line on one |
side and characteristic odor/ Kpyrabie!
NNOCKOUUNNHAPHYECKHE TabneTkH
PO30BOro UBETA C BKPAINEHHAMH, € (acKoii
M pHCKOW HAa OAHOH CTOpOHE, ¢

' 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
YIEpXKHUBAHAS  OCHOBHBIX THAKOB  HA
XpPOMAaTOrpaMMe MUCMBITYEMOTO PpacTBOpa
JOIKHBI  COOTBETCTBOBATH  BpEMEHAM
yOepXuBaHus HHKOB Ha XpOMarorpamme
pacTeopa CTaHAAPTIIBIX 06pasuos
ubynpodena M napaueramona (pasaes

Remarks: The Product conforms to ND/
IIpumeuanue: [Tponykr coorBercTayeT TpeboBannam HIL

Opinion: APPROVED
Baraw4enne: OJJOBPEHO

Prepared by / Checked by /
Toarorosneno: Pardeep Kumar | IpoBepero: Pawan Kumar

Approved by: Manager/Executive /
Oniobpeno: Menesurepy/ Pykopoureib
Abhishek Chauhan

Reprint Date: Reprint Date:
Ilara: 31.12.2024 Hara: 31.12.2024

Reprint Date:
JlaTta: 31.12.2024
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CERTIF ICA"lI'E OF ANALYSIS

CEPTHOHUKAT AHAJTH3A
Page2of 6 /CTp. 213 6

[Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOunop®, rabnerxn aueneprupyensie [ans gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /

Cepust Ne : V2202582 Pasmep cepum 1500000.0 126

Analytical Report No / 040002778448 Date of Analysis / 31.12.2024
AHanuTHueckuii oTuer No : Jara anannza: il
Date of Manufacture / 11/2024 . Date of Expiry / 10/2029

JlaTa npoH3BOACTBA & Tomen po @

Analysis performed according ND / Anann3 nposeaen no HJI: JITI-Na(004427)-(PI"-RU)- 260124

Ne | Test / Tlokazaren» | Results / Pe3ynbTaThl | Specification / Hopma
an ‘AverTge weight of tablets | 363.9 mg/ 363.9 mr 1357.7mg to 3723 mg|
/ Cpejanas Macca . (365.0 mg + 2.0 %). /
| TabJeToK Soolics ConERcEy Or 357,7 mMr JIo 372,3 mr
(365,0 Mr 2,0 %)
= am = = =
‘ 4 |. Disintegration / 00 min 43 sec / 00 muy 43 cex | Not more than 3 min /
PacnagaemocThb He 6onee 3 Mun
"5 |Dissolution / 99 %10 101% |Not less than 70 % (Q) of C13HI8O2
| JPac’mopeHne (ibuprofen) after 30 min / He menee 70 %
. Q) C13H1802
| (nGyupocgen) uepes 30 MuH
|
98 % to 101 % Not less than 70 % (Q) of C8HSNO2
(paracetamol) after 30 min / He menee 70 %
{ Q C8HINO2
(napaueramon) yepes 30 MUH
6 |Dispersibility / Complies / CO(;TE:TCTE%'F Uniform suspension passing through the
JducuepcHocThb | 710 um sieve is formed / O6pazyercs |
OJHOPOAHAA  CYCMEH3Ws,  NPOXOAALIAs
yepes CUTO € pasmepom oTBepcTHii 710 MKM |
7 |Related substances / POICTBEHHbIC IPAMECH L __"

Remarks: The Product conforms to ND/ Opinion: APPROVED

IIpumeuanne: [Ipoaykt coorBeTcTBYeT TpeboraHuaM HI 3akawuenne: OJOBPEHO

Prepared by / Checked by / : Approved by: Managey’Executive /

Toarorosneno: Pardeep Kumar | Ilpoeepeno: Pawan Kumar Ounobpeno: Meunemkep / Pykoppanreis
[ R { Abhishek Chauhan i f

Reprint Date: Reprint Date: ' Reprint Date:

Jara: 31.12.2024 Hara: 31.12.2024 Jara: 31.12.2024
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CERTIFICATE OF ANALYSIS
CEPTHDOUKAT AHAJIH3A

Page3 of 6/C1p. 313 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyrnun E()mmp‘”._ Ta6ueTKH aucneprupyembie [aas gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepun Ne : e Pa3mep cepum : 1500000.0 Tab
Analytical Repo:'t No/ 040002778448 Date of Analysis / 31.12.2024
ARajJHTUYeCKHI oTuer No : JlaTa apaanza:

Date of Manufacture / 11/2024 l?ate of Expiry / 10/2029

JlaTa npoH3BOACTRA : I'open oo :

Analysis performed according ND / Ananus nposeaes mo HJI: JITI-Not004427)-(PT"-RU)-260124

N | Test/Ilokasarenn

Results / PesyabTaThl

' IMethod 1/ Meton 1
|4-Aminophenol content /
OnpeneneHue conepxanus
4-amuHo(eHONa

IMethod 2 / Metoa 2
Determination of
'Ibuprofen and Paracetamol
unidentified impurilies /
OnpeneneHune
HEMAEHTHGHULNPOBAHHBIX
npumecei ubynpodeHa u
TiapaieTamona
Total impurities (Method
| 1+Method 2) / Cymma
upumeceit (Merop 1 +
Meron 2)

|
|
i
|
|
|
!

0.0002.%

0.08%

0.08%

_SpeTﬁcatioﬁ/ Hopma

| 4-aminophenol (paracctamol impurity) - not

more than 0.005 % -

4-amuurodeHon (paMech MapaleTamora) -
He Gonee 0,005 %

Any individual unidentified impurity of

ibuprofen or paracetamol - not more than |
|
0.2% |
|
EmunnuHas HEeUAEHTHGHULMPOBAHHAS |

npuMech HOYMpodeHa 1N napaueramorna - |
He bosee 0,2 % '|

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

8 | Microbial limits* / Mukpo6uonornyeckas ‘%HCTOTa;"_

Remarks: The Product conforms

to ND/

Ipumeyanne: [Tpogykr coorBetcTBYeT Tpebopanuam HJI

Opinion: APPROVED
3axkaiouenne: OJOBEEHO

Prepared by /
Toarorosneno: Pardeep Kumar

Checked by /

Iposepeno: Pawan I_()umar

=

Approved by: Manager/Executive /
Onofpeno: Menemkep / Pykosoantens
Abhishek Chauhan

| -
Reprint Date:

Hata: 31.12.2024

Reprint Date:

Jara: 31.12.2024

Reprint Date:
Jara: 31.12.2024

aana, India
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

Page 4 of 6/ Ctp. 4 13 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxanu [Onnop®, Tabnerku ancneprupyembie [aas aereit], 100 mr + 125 mr

Batch No/ Batch Quantity/  |1500000.0 tab/

Cepyst Ne : 2B Pasmep cepuH : 1500000.0 126

Analytical Report No / 040002778448 Date of Analysis / 31.12.2024

AnanuTH4ecKui oTyer Ne : JlaTa ayaamn3a;

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

JiaTa OPOH3BOJICTBA : I'ofeH 10 :

Analysis performed according ND / Asaau3 nposeen mo HJIL: JITT-Ne(004427)~(PI-RU)-260124 ]
| N | Test/Hokasarens Results / PCByIleaT;I | Specification / Hopma ‘
" |a) Total aerobic microbial NA - |Not more than 103CFUg /

count / Obwee uucno He 6onee 103 KOE/r

a3poOHBIX

MUKPOOpraHW3MOB

b) Total combined yeasts NA |Not more than 102CFU/g /|
and mould count / Ob1ece | He 6onee 102 KOE/r |

{ HUCNO APOXIKEBBIX H
TUIECHEBBIX TPHOOB

¢) E. coli NA Shall be absent in lg /
OrcyrcrBue B 1 1

9 |Uniformity of dosage units / OfHOPOAHOCTE AO3HPOBAHUA

Ibuprofen / Ubynpoden 23 The acceptance value (AV) should be not
more  than 15.0 /  Ilokazarenb

npuemnemoctd (AV) nomxeH ObiTh He

6onee 15,0
Paracetamol / 2.7 The acceptance value (AV) should be not
ITapaueramon . more  than 150 /  Tlokasatens
npuemnemoctn (AV) gomxed ObiTb He
6onee 15,0
Remarks: The Product conforms to ND/ Opinion: APPROVED
TIpumeuanne: [Ipoaykr cootsercreyeT TpeboBannaM H 3akaiouenue: OJIOBPEHO
Prepared by / Checked by / : Approved by: Managgr/Executive /
[oarotosneno: Pardeep Kumar | ITposepeHo: Pawan Kumar OnobpeHo: Menemxép / PykosoauTess
e s Abhishek Chauhan -/
Reprint Date: Reprint Date: . Reprint Date: :
Nara: 31.12.2024 Hata: 31.12.2024 Hara: 31.12.2024
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTHA3A
Page50f6/Ctp. 513 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxamn I0unop®, Tabnerku aucneprapyembie [ans aereii], 100 mr + 125 mr
Batch No/ Batch Quantity / 1500000.0 tab /
Cepus Ne : V2402522 Pasmep cepuy : 1500000.0 Tab
Analytical RepOft No/ 040002778448 Date of Analysis / 31 12.2024
AnanuTnuecknii oryer Ne : JlaTa anaJjnsa:
Date of Manufacture / 11/2024 Date of Expiry / 10/2029
Jara npou3BoaCTBa : T"open o :

Analysis performed according ND / Anann3s nposeaen mo HJL: JITT-Na(004427)-( PI-RU)-260124

Test / IlokazaTenan

|ompenencHite

!

| Specification / Hopma 1]

Results / PesyabTaThl
~99.1mg/99.1mr

190.0mg to 110.0mg of CIL3HIZO2
(ibuprofen) per tablet / Ot 90,0Mr mo

110,0 vr C13H1802 (u6ynpodeH) e
TabneTke
123.2 mg/ 123.2 ur '1125mg to 137.5mg of C8HINO2

| (paracetamol) per tablet / OT 112,5Mr a0
137,5 Mmr C8HSNO2 (napaueramon) B
Tabnerke

10 tablets in PVC/AI blister. 2|10 tablets in PVC/Al blister. 1, 2 or 20

11 |[Package / YnakoBxa
blisters and patient information‘blistcrs and patient information leaflet in a
leaflet in a carton. / Tlo 10 Tabnetox | carton. / [lo 10 Tabnerok B Gnwctep us
B Gmicrep u3 I[IBX/Al. [lo 2|[IBX/AL TIo 1, 2 unu 20 6;ucTepoB BMeECTe
6iucTepa BMecTe C MHCTp)’KLlPIeﬁJC MHCTPYKUHeH 1O MPUMEHEHHIO B 34Ky
M0 INpHMEHEHM0 B  NauKy  KapTOHHYIO. '
KapTOHHYIO. : ‘
12 |Labeling / MapkupoBka |According to ND. /B cootsetcTBuu ¢ H/I.
léWonhit_it_uE / |In the original packaging (blister in carton) at temperature below 25 °C. /
Xpanenne B opHruHanbHolt ymakoske (61ucTep B naske) npu Temneparype He oime 25 °C.
14 | Shelf life / Cpox 5 years/ 5 net
TOXHOCTH

Remarks: The Product conforms

Ipnmeyanne: Iponykr cooTseTcTByeT TpeGoBaHusm HIT

Opinion: APPROVED
3axmouenne: QJJOGPEHO

to ND/

Prepared by /
TToarorosneno: Pardeep Kumar

=l—

Approved by: Manager/Executive /

Checked by /
Onobpeno: Menemrep/ Pyxo?omrrenb

IMposepeno: Pawan Kumar
Abhishek Chauhan

e

Reprint Date:

Reprint Date: Reprint Date:

Jarta: 31.12.2024

Hara: 31.12.2024 Hara:; 31.12.2024

Telanang, india
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A
Page 6 of 6 / CTp. 613 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg ]
Héyxann IOnuop®, Tabaerkn ancnepriupyembie [pas aeveii], 100 mr + 125 mr
Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : V2402595 Pasmep cepui : 1500000.0 tab
Analytical RepOj't No/ 040002778448 Date of Analysis / 31.12.2024
AnanuTHYecKnii oryer Ne : JlaTa apann3a:
Date of Manufacture / 11/2024 Date of Expiry / 10/2029
Jlata npon3BOACTEA ; I'ogen oo :
Analysis performed according ND / Arannz npoBesen mo HIL: JITT-Na(004427)-(PT-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. / McnsiTanue n1poBoaMTCs TONLKO JUIst Kanaoi 20-i cepHH WIH pus
0ZHOW CepHH B IO, B 32BHCMMOCTH OT TOro, 4td HacTymat pauee. IlokasaTenr MOXKeT OTCYTCTBOBATEHL B

cepTHQHUKATE AHAIH3A IPOM3ROJNTENH.

API name (INN) / "
‘Hanwenoanue AGC (MHH): Ibuprofcxi / I/IG_ynpod)eH Paracetamol / [Tapauetamon
EUFL i [T AL TG S 1101/24/A-3393, 1101/24/A-3419 APAP/24091294

Homep cepuu npouspoautesis ADC:

FP Manufacturer API Batch number /
Homep cepnn cyGcTanuun FERAQ0601, FERA00602 FERAO00539

nponisoauTenn ['JId:

I Manuof TOL Chemicals and Pharmaceuticals | Granules I-nd.ia Ltd., India /
AP anufactured by & country / Limited, India / UOJI Kemuxanc sua | Tpanynec Uupns Jita., Uaaus

Ipouseoautens ADC, cTpana: ®apmackioTukanc Jlumuten, Mnans
| Remarks: The Product conforms to ND/ QOpinion: APPROVED
IMpumeyanue: ITpoaykt coorsetcrayer TpeboBanusam HJT 3akmouenne: QJOBPEHO
Prepared by / Checked by / Approved by: Managet/Executive /
[Moaroroeneno: Pardeep Kitmar | Ilposepeno: Pawan Kumar Onobpeno: Menemkgp / PYKoBOIHTEIb
____ . ﬁ__’; : Abhishek Chauhan | f
Reprint Date: Reprint Date: Reprint Date: o
Hara; 31.12.2024 Jara: 31.12.2024 Jlara: 31.12.2024

e, Do




