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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Page 1 of 6/ CTp. 143 6

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

H6ykaun FOunop®, Tabaerku aucneprupyemuie s gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Noe : M Pa3mep cepun : 1500000.0 Ta6
Analytical Repo‘}‘t No/ 040002744242 Date of Analysis / 27.11.2024
AnanutTuvecKknii oruet Ne : JlaTa aHaau3a:

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

JlaTa npoH3BOACTBA : T'open 1o :

Analysis performed according ND / Ananu3 nposeaen no HJ/X: JITT-Ne(004427)-(PT-RU)-260124

Specification / Hopma

No Test / Iloka3aTtenn W Results / PesynbTaTnt
1 |Description / Onncanne ‘Pink round flat-faced beveled-edge | Pink round flat-faced beveled-edge tablets
tablets with impregnations and a|with impregnations and a score-line on one
score-line on one side and|side and characteristic odor./ Kpyriusle
characteristic odor. /| MAOCKOLMIHHAPUUCCKUE TabNeTKH

Kpyrible NNOCKOUHNHHAPHUYECKHE | PO30BOrO LIBETA C BKPAILIEHUAMH, C (HacKoM
TabJeTKH po30BOr0 1liBETa C|W pPUCKOH Ha OHHOW  CTOpOHE, C
| BKparieHUsIMH, ¢ ($hackoi U pHUCKOH | XapaKTepHBIM 3aIlaXoM. .
Ha OJTHOH CTOPOHE, C XapaKTEPHLIM '
3anaxoM.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on the
IlogauHHOCTD CoOTBETCTBYET chromatogram of the test solution should
| correspond to the retention times of the
peaks on the chromatogram of ibuprofen
land paracetamol reference standards
solution (Assay section). / Bpemena
YIAep)KHBAHUS ~ OCHOBHBIX  [HKOB  Ha
| XpoMaTOrpaMMe HMCTLITYEMOrO  pacTBopa
JIOTOKHBI ~ COOTBETCTBOBAaTH  BpEMEHaM
yIAeKHBAHKS TNHKOB Ha XpoMarorpamMe
pacTBopa CTaHJApTHBIX 06pa3LoB
ubynpodeda W napaueramona (paszgen
«Konn4ecTBEHHOE ONpeENeHIe»).
Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpameyanne: [Tponykt cootBeTcTByeT TpebosanusM HJI 3aknwuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moxroroeneno: Noor Iposepeno: Santosh Kumar Maurya | Ono6peno: Menemxep / PykoBonurens
Mohammad ﬁ {&l Amit Kumar L
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
CEPTHOUKAT AHAJIU3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxann FOunop®, Tabaerku qucneprupyempie [nas mereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : V2402452 Pasmep cepuu : 1500000.0 Tab
Analytical Repovrt No/ 040002744242 Date of Analysis / 2711.2024
AHanuTuyeckuii order Ne : HaTa ananu3a:

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

JaTa npou3BOaCTBA : I'onen 1o :

| Analysis performed according ND / Anaju3s nposeaen mo HJI: JITT-Ne(004427)-(PT"-RU)-260124

Ne i Test / IToxa3zarenn

| Specification / Hopma

4 |Disintegration /
PacnagaemocThb

_ Results / Pe3yabTaThl
3 | Average weight of tablets 364.9 mg/ 364.9 mr 357.7 mg to 372.3 mg
/ Cpennsisi Mmacca . (365.0 mg + 2.0 %). /
TabJIeTOK el C Or 357,77 mr J0 372,3 mMr
(365,0 Mr +2,0 %)
00 min 33 sec/ 00 muH 33 cek | Not more than 3 min /

He 6onee 3 Mmun

5 |Dissolution /
PacTBOpeHue

6 |Dispersibility /
JAucnepcHocTh

101 % to 102%

99 % to 100 %

Not less than 70 % (Q) of C13HI1802
(ibuprofen) after 30 min / He menee 70 %
Q) C13H1802
(ubympoden) uepes 30 MuH

|

Not less than 70 % (Q) of C8HSNO2
(paracetamol) after 30 min / He menee 70 %
Q C8HINO2
(napaueramon) 4epe3 30 MUH

Complies / CooTBeTCTBYET

Uniform suspension passing through the
710 pm sieve is formed / O6pasyercs
ONHOPOAHAS  CYCNEH3Us, NpOXOAAILas
yepes CUTO ¢ pasMepoM oTBepeTuil 710 MkM

7 |Related substances / PoncTeeHHBIE TPUMECH

Remarks: The Product conforms to ND/
IIpumevanne: [Ipoaykt cootBeTcTBYET TpeboBanusM HJJ

Opinion: APPROVED
Zaxnwuenue: OJIOBPEHO

Hata: 27.11.2024

Hata: 27.11.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Noor Tposepeno: Santosh Kupgr Maurya | OnoGpero: Menemkep / PykosoanTens
Mohammad f?//g %_ Amit Kumar (’\_ Py,

o LI
Reprint Date: Reprint Date: Reprint Date:

Harta: 27.11.2024

Registerad Oiiice: 8-2-337, Road No. 3, Baniara Hills, Hyderabad - 500024, Telangana, India
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

N6ykann FOnuop®, TabaeTkn aucneprapyemsie [nus aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : V2402492 Pasmep cepHH : 1500000.0 Tab
Analytical Repourt No / 040002744242 Date of Analysis / 2711.2024
AxamuTHyeckuii oTyer No ; JaTa ananuza:

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

JlaTa npon3BOACTBA : | T'opewn 1o :

Analysis performed according ND / Auaau3s nposenen no HJ/I: JIIT-Ne(004427)-(PT-RU)-260124

[ Specification / Hopma

No Test / Iloka3zaresn Results / Pe3yjabTaThl
Method 1/ Meton 1 '4-aminophenol (paracetamol impurity) - not
4-Aminophenol content / 0.001 % more than 0.005 %
gzﬁff;:;;::zncaollepmaﬂm [4-amunodeHon (mpuMeck napaueTramona) -
He 6onee 0,005 %
. Method 2 / Meton 2 Any individual unidentified impurity of
[ Determination of Below BDL (BDL=0.05 %) / Hixe ibuprofen or paracetamol - not more than
Ibgprofgn anq Pargc;tamol [OPOra perucTpaLiuH 0.2 %
unidentified impurities / E CHACHTHHIMPOBAHHAS
Onpeznenenue (ITP =0.05%) AV EHa = s
npuMechk HOympodeHa WM napaneTamosna -
HEHICHTUPULIHPOBAHHBIX
N He Oosee 0,2 %
npumeceil u6ynpodena 1
napaneramona _
Total impurities (Method | Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma 0.001%
npumeceil (Meton 1 +
Meron 2)
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeganue: [IpogykT cooTBeTCTBYET TpeboBanusM HJI 3akaouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoxarorosneno: Noor [TpoepeHo: Santosh Kumar Maurya | Opobpeno: Menemxep / PykoBonuTeb
Mohammad O)” { - Amit Kumar LW
7, j\(’ /
Reprint Date: Reprint Date: Reprint Date:
Jara: 27.11.2024 Hata: 27.11.2024 Hata: 27.11.2024




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

H6ykaun FOunop®, Tabnaerku aucneprupyembie [as aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : V2402492 Pasmep cepun : 1500000.0 a6
Analytical Report No/ 040002744242 Date of Analysis / 27.11.2024
AHAIHTHYECKHI oTueT No : JlaTa ananuza:

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

JaTa npoH3BOACTBA : [ TogeH 10 :

Analysis performed according ND / Anajiu3 nposeaen no HJI: JITT-Ne(004427)-(PI'-RU)-260124

| Ne | Test/IlokasaTeisb Results / PesyabTaTsl .Speciﬁcation/ Hopma
g | Microbial limits* / MukpoGuonoruyeckas uncrora* -
'a) Total aerobic microbial NA Not more than 103 CFU/g /|
count / Ob11iee yncno He 6onee 103 KOE/r
a3poOHBIX
MHKPOOPTaHH3MOB
b) Total combined yeasts NA Not  more than 102 CFU/g /
and mould count / Obuiee He 6onee 102 KOE/r
YHCJIO APOXOKEBBIX H
| ILIECHEBBIX TPHOOB
¢) E. coli NA Shall be absent in lg /
OtcyrctBHe B 1 T !

| Uniformity of dosage units / OnHOpPOAHOCTS J03MPOBAHHS

9
Ibuprofen / U6ynpoden | 1.9 [The acceptance value (AV) should be not
more  than 15.0 / lloka3atenb
npuemsieMocTi (AV) JomxeH ObiTb He
6oiee 15,0
Paracetamol / 2.2 The acceptance value (AV) should be not
[Tapaueramon more  than 15.0 /  llokazarens
npruemiaemMoctd (AV) gomkeH ObITh He
ooiee 15,0
Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeyanue: [IpoaykT cooTBeTcTBYeT TpeboBanusm HJ 3axaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Noor : [Ipoeepeno: Santosh Kumar Maurya | Onobpeno: Menemkep / PykoBoauTens
Mohammad ﬂ;__ % Amit Kumar L
Reprint Date: : Reprint Date: Reprint Date: V
Jata: 27.11.2024 JHata: 27.11.2024 JlaTa: 27.11.2024
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yknun FOunop®, Tabnerku aucneprupyembie s gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : V2402492 Pa3mep cepuu : 1500000.0 Tab
Analytical Repourt No/ 040002744242 Date of Analysis / 27 11.2024
ApanauTHyeckni order Ne : JlaTa aHasu3a:

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

JlaTa mpou3BocTBA : T'ogen j1o0 :

Analysis performed according ND / Ananu3 nposegen mo HJI: JITT-Ne(004427)-(PI'-RU)-260124

Test / Iloka3zaTesnb

| Specification / Hopma

Ne Results / PeaynbTaThl

10 |Assay/KOJ1HlleCTBeHHOC 100.2 mg/ 100.2 Mr 190.0 mg to 110.0mg of C13H1802
ompejejieHne (ibuprofen) per tablet / Or 90,0 Mr mo
. 110,0 mr CI13H1802 (ubynpoden) B

TabneTke
123.0 mg/ 123.0 Mr 1125mg to 137.5mg of C8HINO2
(paracetamol) per tablet / OT 112,5 Mr no
137,5Mr C8HI9NO2 (mapaueramon) B

TabneTke
11 |Package / YnakoBka 10 tablets in PVC/Al blister. 2|10 tablets in PVC/AI blister. 1, 2 or 20|

B Omucrep u3 IIBX/Al Tlo

blisters and patient information
leaflet in a carton. / ITo 10 Tabnerok

2

Onucrepa BMecTe ¢ MHCTPYKIWEH | ¢ MHCTPYKLUHUEH MO MPUMEHEHHIO B MauKy

blisters and patient information leaflet in a|
carton. / [To 10 tabneTox B 6aMCTEp H3
IIBX/AL Ilo 1, 2 unu 20 6n1cTepoOB BMECTE

0  MPUMEHEHHI0O B  MayKy | KAPTOHHYIO.
KapTOHHYIO. |
12 |Labeling / MapkupoBka |According to ND. /B cootsetctuu ¢ HJI,
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
XpaneHue B opuruHansHoit ynakoBke (6McTep B ayke) npy Temieparype He Boiue 25 °C.
14 | Shelf life / Cpox 5 years /5 ner
roJHOCTH

Remarks: The Product conforms to ND/
Ipumeuanue: [IpoayxT cooTBeTcTBYET TpeboBanusM HJI

Opinion: APPROVED
Zaxkmawuenue: OJOBPEHO

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

[Toarotoeneno: Noor [posepeno: Santosh Kumar Maurya | Ongobpeno: MeHemkep / PYKOBOAUTENDL

Mohammad Amit Kumar . =
0%,

Reprint Date: Reprint Date: Reprint Date:

Hara: 27.11.2024

Jata: 27.11.2024

Jara: 27.11.2024
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

H6ykann FOrnop®, Tabnerku aucneprupyemsie [nas gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : V2402492 Pasmep cepnn : 1500000.0 Tab
Analytical Repovrt No/ 040002744242 Date of Analysis / 27.11.2024
ApamaTHyeckuii oryer No : JaTa ananm3a:

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

JlaTa npoM3BOACTBA : Toaen no :

Analysis performed according ND / Ananu3 mposenen mo HJI: JITT-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. / MUcnipiTaHHe HPOBOAMTCS TOJNBLKO /151 Kaskao# 20-i ceprH Hiiu Ana
ONHOMH cepHH B oA, B 3aBHCHMOCTH OT TOTO, YTO HAcTynuT paHee. Ilokaszarenb MoKeT OTCYTCTBOBATh B
cepTHdHKaTe aHANN3a POH3BOANTEI.

API name (INN) /
Hamvenosanne ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [lapaneramon
API manufacturer batch number / PIBM240152 APAP/24091293

Homep cepuu npouspoautenas APC:

FP Manufacturer API Batch number /
Howmep cepuu cyGcTaHIHH FERA00561 FERAO00538

npounspoanTens I'JIP:

Solara Active Pharma Sciences Granules India Ltd., India /

API Manufactured by & country / Limited, India / Conapa OxTuB I'panynec Uunus Jitn., Muaus

Iponssoautens ADC, crpana: dapma Caitencus Jumuren, Unaus

Remarks: The Product conforms to ND/ Opinion: APPROVED

Ipumeuanne: Ilpoaykr cootBercTByeT TpeboBanusm HJI 3axmouenne: OJOBPEHO

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

Hoarorosneno: Noor 627 IMposepeno: Santosh Kumar Maurya | Ono6peno: Menenxkep / Pykopoaurens

Mohammad — Amit Kumar g &=
[

Reprint Date: Reprint Date: Reprint Date;

Hara: 27.11.2024 Jara: 27.11.2024 | Hara: 27.11.2024
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