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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A
Page 1 of 6/ CTp. 113 6
Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykann FOunop®, TabaeTku aucneprapyembie s aereii], 100 mr + 125 mr
Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : L e Pasmep cepun : 1500000.0 Tab
Analytical Repourt No/ 040002726978 Date of Analysis / 16.11.2024
AHAIMTHYECKHI oTUeT Ne : JlaTa aHaJIH3a:
Date of Manufacture / 10/2024 Date of Expiry / 09/2029
JlaTa 01pou3BOACTBA : Togen no :
Analysis performed according ND / Anann3 nposeaen mo HJI: JII1-Ne(004427)-(PT-RU)-260124

Test / IlokaszaTean

Results / PesyasTaTnl

| Specification / Hopma |

1 |Description / Onucanne

2 | Identification /
IMogauHHOCTH

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
characteristic odor.
Kpyrnble MIOCKOLHMAHHAPUYECKHE
TabjleTKu  po30BOro  LBETa C
BKpaIJIeHHAMHU, ¢ packoil 1 pUCKOH
Ha OJJHOH CTOPOHE, C XapaKTEPHbIM
3amnaxom.

Complies as prescribed/
COOTBETCTBYET

and |side and characteristic odor./ Kpyrnsie
/|

| LIOCKOUMHHAPHeCKHe TabneTku
| PO30BOrO LIBETa € BKPAILIEHHAMH, C tackoii
M puckoif Ha OmHOH CTOpOHEe, ¢
XapaKTePHbIM 3aMaxoMm.

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
yIEepKUBaHUS  OCHOBHBIX IIHKOB  Ha
XpoMaTorpaMMe HCIBITYEMOIO pPacTBOpa
IOJKHBI ~ COOTBETCTBOBaTb  BPEMEHAM
yIEepKHBaHUSl MUKOB Ha XpOMarorpamme
pacTBOpa CTaHIAPTHBIX 06pazLoB
ubynpodeHa W mapaleraMona (paszen
«KonuuecTBeHHOE ONpeneIeHUe»).

Remarks: The Product conforms to ND/
ITpumeyanne: ITponykt cooTseTcTBYeT Tpebosanusam HJI

Opinion: APPROVED
3axmouenne: OJIOBPEHO

Hara: 16.11.2024

Jara: 16.11.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Santosh [Tporepeno: Pardeep Kumar Onobpeno: Menemxep / PyxoBonutens
Kumar Maurya % Amit Kumar b

&,‘ /\( ~ /
Reprint Date: Reprint Date: Reprint Date: |

Hara: 16.11.2024
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page2of 6/ CTp. 213 6

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

HUoykaun IOnuop®, TabneTkn aucneprupyembie [ans aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : NEREESE Pasmep cepud : 1500000.0 a6
Analytical Repo:’t No/ 040002726978 Date of Analysis / 16.11.2024
AHAaMTHYeCKHUIi oTdeT No : HMarta ananunsa:

Date of Manufacture / 10/2024 Date of Expiry / 09/2029

JlaTa npou3BOACTBA : I'oneH fo :

Analysis performed according ND / Anasin3 nposegen nmo HJ: JITI-Ne(004427)-(PT-RU)-260124

Ne | Test/ IlokasaTeas Results / PesyjabTaTh Specification / Hopma
3 | Average weight of tablets 363.5 mg/ 363.5 Mmr 3577 mg to 3723 mg
/ Cpeansst macca . (365.0 mg + 2.0 %). /
TabJIETOK Complicy EOomRSgIEN o Or 357,77 mr Jio 372,3 Mr
(365,0 mr £ 2,0 %)
4 '_Disintegration/ 00 min 48 sec/ 00 mun 48 cex | Not more than 3 min /
Pacmapaemoctb He 6onee 3 mun
5 [Dissolution / | 100 % to 103% Not less than 70% (Q) of C13H1802
PacrBopenne (ibuprofen) after 30 min / He menee 70 %
Q) C13H1802
(ubynpoden) yepes 30 MuH
99 % to 102% Not less than 70% (Q) of C8HONO2 |
[ (paracetamol) after 30 min / He menee 70 %
Q C8HINO2
(mapauetamon) uepes 30 MUH
6 |Dispersibility / Complies / CootsetctByer | Uniform suspension passing through the
JlucrepcHOCTD 710 um sieve is formed / O6pasyetcs
OJIHOpPOJHAsA  CYCNEH3US, NPOXOAAllas
yepe3 CUTO ¢ pa3MepoM OTBepCTUH 710 MKM
7 |Related substances / PoacTenHble npumecH

Remarks: The Product conforms to ND/
ITpameuanne: [Tponykt cootBeTCcTBYET TpeboBanusaM HJI

Opinion: APPROVED
3axmwouenue: OJOBPEHO

Prepared by / Checked by /
[oarorosneno: Santosh i [Ipoeepeno: Pardeep Kumar

Kumar Maurya ) f

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTe b

Reprint Date: Reprint Date:
Hara: 16.11.2024 Hara: 16.11.2024

Amit Kumar (\( L
—
¥

Reprint Date:
Hara: 16.11.2024
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A
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Page30f 6/ CTp. 3u3 6

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

HUo6yxaun FOuuop®, TabaeTku gucneprupyembie [as aereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepus Ne : V2402336 Pazmep cepun : 1500000.0 Tab
Analytical Report No/ 040002726978 Date of Analysis / 16.11.2024
AHAanuTHYecKd i oTyeT N : JlaTa aHasu3a:

Date of Manufacture / 10/2024 Date of Expiry / 09/2029

JlaTa npoH3BOACTBA : Ionen go :

Analysis performed according ND / Anasu3 nposeaen mo HJI: JI[T-Ne(004427)-(PI™-RU)-260124

e Test / IlokazaTenn Results / Pe3ybTaThi Specification / Hopma
- |Method 1/ Meroz 1 4-aminophenol (paracetamol impurity) - not
4-Aminophenol content / 0.0001 % more than 0.005 %
Z)npenen;ane CORCPMaHi 4-amvnodeHon (npuMech NapaleTamona) -
s 'He 6onee 0,005 %
Method 2 / Meton 2 ;Xny individual unidentified impurity of
Determination of 0.06% ibuprofen or paracetamol - not more than
Ibuprofen and Paracetamol 0.2 %
unidentified impurities / E
 EnviHnunas HenaeHTU UL POBaHHAS
Onpegnenenue
npumech ubynpodeHa Unn napauneramorna -
HeuaeHTU(HHLIUPOBAHHBIX .
. He 6onee 0,2 %
npumeceli uOynpodeHa u
napareTamosna [
Total impurities (Method 0.06% | Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma | |
npumeceit (Meton 1 + |
Merton 2)
g |Microbial limits* / Mukpo6uronoruyeckas yucrora*
a) Total aerobic microbial NA [Not  more  than 103CFU/g  /
count / Ob1liee YHCIO | He 6onee 103 KOE/r
| a3poOHBIX _
|

r MHKpPOOPTaHHU3MOB ‘

Remarks: The Product conforms to ND/
ITpumeuanne: [IpogykT cooTBeTCTBYET TpebosaHusaM H/I

Opinion: APPROVED
3akmrouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
MMoarotosneno: Santosh [poeepeno: Pardeep Kumar Onobpeno: Mernemxkep / PykoBoauTens
Kumar Maurya Amit Kumar L

Reprint Date: Reprint Date: Reprint Date: i

Jara: 16.11.2024 JHarta: 16.11.2024 Hata: 16.11.2024
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

D, Reday's Laboratories Lid

Formulation Unii-5
Vill. Khol, Malagarn Road, Baddj,
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Page4 of 6/ CTp. 413 6

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

Noykann IOunop®, Tabnerkn aucneprupyemble [nas aereii], 100 mr + 125 Mr

Batch No / V2402336 Batch Quantity / 1500000.0 tab /
Cepus Ne : Pa3mep cepuu : 1500000.0 Tab
Analytical Report No / 040002726978 Date of Analysis / 16.11.2024
Ananuruyeckuii oryer Ne : JlaTa ananusa: S

Date of Manufacture / 10/2024 Date of Expiry / 09/2029

JlaTa nIpou3BOACTBA : I'ogen ao :

| Analysis performed according ND / Ananus nposeaen no H/L: JITT-Ne(004427)-(PI'-RU)-260124

Specification / Hopma

Uniformity of dosage units /

OnHOPOAHOCTH JO3UPOBAHUSA

OrcytcTBUE B 1 T

Ne Test / IlokazaTenn Results / PesyabTarThl
b) Total combined yeasts NA Not more than 102 CFU/g /|
and mould count / O61uee He 6onee 102 KOE/r
YUCIIO JPOXOKEBBIX U
TJIECHEBbIX TPHOOB | :
¢) E. coli NA Shall be absent in lg /|

[Napaneramon

Ibuprofen / U6ynpoden 1.8 The acceptance value (AV) should be not
more  than 15.0 /  Ilokasarens
npuemiaeMoctH (AV) gHokeH OBITh He
oonee 15,0

Paracetamol / 1.9 The acceptance value (AV) should be not

more  than 15.0 /  Iloka3arens
npuemnemoctd (AV) JomkeH OBITh He
Gonee 15,0

10 | Assay / KonuuecTtBeHHOe
onpeaesieHue

100.2 mg / 100.2 mMr

110,0 mr C13H1802 (ubympodeH) B
Tabnerke
123.6 mg/ 123.6 Mr 1125mg to 137.5mg of C8HINO2

90.0mg to 110.0mg of CI13HI8O2
(ibuprofen) per tablet / Or 90,0 Mr no

(paracetamol) per tablet / Ot 112,5 Mr 1o |

Remarks: The Product conforms to ND/
ITpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBanusam HJI

Opinion: APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
IHoarorosneno: Santosh @/

Kumar Maurya
"

Checked by /
Iposepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoaUTENb

Amit Kumar . L—
f\/ —

Reprint Date:
Jara: 16.11.2024

Reprint Date:
Hara: 16.11.2024

Reprint Date: '
Jara: 16.11.2024
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

D Reday's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Malagarh Road, Baddi,
Distt Selan, H.P, 173 205, INDIA
Tel:+21 68166 56001-02
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Page 50f 6/ CTp. Su3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykann IOunop®, Tabnerkun qucneprupyemsle [nas aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : /2402355 Pa3mep cepun : 1500000.0 Tab
Analytical Repovrt No/ 040002726978 Date of Analysis / 16.11.2024
AHanuTH4YecKHnii oTyeT Ne : Jara a”Hanu3za:

Date of Manufacture / 10/2024 Date of Expiry / 09/2029

JlaTa npon3BoACTBA : T'open g0 :

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

- Ne Test / IToxazaTenn

Results / PesyabTaThbl

| Specification / Hopma

137,5 mr
TabJeTKe

C8HONO2 (mapaueramon) B

11 |Package / YnakoBka

10 tablets in PVC/Al blister. 2|10
blisters and patient information
leaflet in a carton. / [To 10 Tabnetok
B Omucrep u3z IIBX/AL Ilo 2
OnhcTepa BMeCTe C HHCTPYKUHEH
No  TNpUMEHEHHIO B [AuKy
KAPTOHHYIO.

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

blisters and patient information leaflet in a
carton. / [lo 10 tabnerox B 6nucrep U3
IBX/AL Ilo 1, 2 unu 20 611ucTepoB BMeEcTe |
C WHCTPYKUMEH M0 NPUMEHEHHUIO B Ma4Ky
KapTOHHYIO.

12 | Labeling / Mapkupogka

According to ND. / B coorsercteuu ¢ HJI.

13 |Storage conditions /

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

| Xpanenne | B opuruHaeHoH ynakoBke (6ucTep B a4ke) Npy Temreparype He Boire 25 °C.
14 | Shelf life / Cpox |5 years/ 5 net
rOAHOCTH

* 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. / HcnibITaHHe POBOAHTCS TOJbKO A5 Kascaoi 20-i cepHM WAH JJIs
O/IHOM CepHH B rojJ, B 3aBHCHMOCTH OT TOro, 4To HacTynuT panee. IlokazaTejb MOMKET OTCYTCTBOBAaThL B
cepTH(UKATE aHAIN3A PON3BOAHTEJIA.

Remarks: The Product conforms to ND/
Ipumeuarue: [TponykT cooTBETCTBYET TpeboBanusM H/J

Opinion: APPROVED
3akmoyenue: OJOBPEHO

Prepared by /
IloarorosneHo: Santosh.
Kumar Maurya ( f&

Z

Checked by /
IIposepeno: Pardeep Kumar

(e

—

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonuTensb

Amit Kumar /\,_ :i\:/,._

Reprint Date:
Hara: 16.11.2024

Reprint Date:

Jara: 16.11.2024

Reprint Date: '

Jarta: 16.11.2024
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A
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Page 6 of 6/ CTp. 6 u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoykauH IOunop®, Tabnerku aucneprupyemole [ans aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : Va0t Pasmep cepun : 1500000.0 Tab
Analytical Repo‘f't No/ 040002726978 Date of Analysis / 16.11.2024
Anaanrayecknii oryer Ne ; JlaTa aHanu3a:

Date of Manufacture / 10/2024 Date of Expiry / 09/2029

JlaTa npou3BoACTBA : I'ogen po :

Analysis performed according ND / Anasnus nposeaen mo HJI: JI[1-Ne(004427)-(PT-RU)-260124

API name (INN)/

npoussoautenst I'JID:

Hammenosanme AGC (MHH): Tbuprofen / U6ynpoden Paracetamol / [Japaueramon
API manufacturer batch number / PIBM240170 APAP/2404059 1
Howmep cepun nmpoussogutenss ADC:

FP Manufacturer API Batch number /

Homep cepuu cybcTaHIHH FERA00560 FERA00433

APl Manufactured by & country /
IIponseoautens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa 2KTHiB
®dapma Caitencus Jlumuren, Muaus

Granules India Ltd., India /
['panynec Uunua JIta., nausa

Remarks: The Product conforms to ND/

IIpumeuanne: [IponykT cootBeTcTBYeT TpeboBannsm HJJ

Opinion: APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: Santosh. IIpoeepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoauteip
Kumar Maurya 4 _g_l . Amit Kumar Y
Reprint Date: Reprint Date: Reprint Date: i

Hara: 16.11.2024 Hara: 16.11.2024 Hara: 16.11.2024




