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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Page 1 of 6/ CTp. 113 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HUoykaun IOunop®, Tabaerku aucneprupyembie [ans aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : e Pazmep cepuu : 1500000.0 Tab
Analytical RepOft No/ 040002728917 Date of Analysis / 16.11.2024
AHATUTHYECKHH oTUeT Nt : JlaTa anHaau3a:

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

JlaTa npou3BOACTBA : I'open po :

Analysis performed according ND / Anasus nposeaen no HJI: JITT-Ne(004427)-(PT-RU)-260124

Ne Test / Iloka3zaTeanb

Results / Pe3ynbTaThl

1 Descr_iption / Onucanue

Identification /
IHoguHHOCTH

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrnbie MIOCKOLWIMHIPHYECKUE
TabNETKH  PO30BOTO  LBETA C
BKpanIeHusamu, ¢ packoil U puckoii
Ha OIHOI CTOpOHE, C XapaKTepHbIM
3aMaxoM.

Complies as prescribed/
CooTBeTCTBYET

Specification /1 Hopwma

Pink round flat-faced beveled-edge tablets
with impregnations and a score-line on one
side and characteristic odor./ Kpyrimsle
TUTOCKOIIMIMHAPHYECKUE TabneTku
PO30BOro L1BETa ¢ BKpaIJIeHUsAMH, C GacKor
H puCKOH Ha OJHOH CTOPOHE, C
XapaKTepHBIM 3allaxoM. '

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
yIep)KUBAaHWS  OCHOBHBIX IIMKOB  Ha
XpoMmaTorpaMMe HCIBITYEMOTO pacTBopa
JODKHBI ~ COOTBETCTBOBATH  BPEMEHAM
yIAep)XHBaHUs MHKOB HA XpOMaTorpaMme
pacTBopa CTAHJAPTHBIX o6pa3uos
ubynpodena u napaueramona (pazgen
«KoM4ecTBEHHOE ONpeleIeHUE»).

Remarks: The Product conforms to ND/
ITpameuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI

Opinion: APPROVED
3axmouenue: OJJOGPEHO

Prepared by /
IToaroroBneHo: Santosh, -
Kumar Maurya x’.’%\_-__

-

Checked by /
[Iposepeno: Pardeep Kumar

o

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBogutensb

Reprint Date:
Jata: 16.11.2024

Reprint Date:
Jlara: 16.11.2024

Amit Kumar L
/\(/
]

Reprint Date:
JHara: 16.11.2024

W dirreddys.coim
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Page 2 of 6/ C1p. 213 6

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

Hoyxaun FOuuop®, TabaeTku aucneprapyembie [ns gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus No : 2402337 Pa3smep cepuu : 1500000.0 Tab
Analytical Report No/ 040002728917 Date of Analysis/ 16.11.2024
AHaJmTHYeCKHil oTyeT Ne ¢ Jara anaymsa:

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

JlaTa npou3BoJcTBa : FoneHn no :

Analysis performed according ND / Auann3 nposener no HJI: JIIT-Ne(004427)-(PI'-RU)-260124

Results / PeayabTaTsl

| Specification / Hopma

4 | Disintegration /
PacnmagaemocThb

Ne | Test / IlokazaTens _

3 —Average weight of tablets 365.8 mg/ 365.8 mr [357.7 mg to 372.3 mg|

/ Cpeansia Macca g (365.0 mg + 2.0 %). /

TAa0JIETOK (lomplEsiCORESTRYST [OT 357,7 mr zo 372,3 Ml":
(365,0 Mr £2,0 %)

00 min 47 sec/ 00 muu 47 cex | Not more than 3 min Wi

He 6onee 3 Mmun

5 |Dissolution /
PacTtBOpenne

o

- 'Dispersibility /
JucnepcHocTh

99 % to 102%

98 % to 101%

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

(uOynpoden) yepes 30 MuH
Not less than 70 % (Q) of C8HINO2

(paracetamol) after 30 min / He menee 70 %
Q) C8HINO2

(napauertamod) 4epe3 30 MUH

Complies / CooTBeTCTBYET

7 | Related substances / PoncteeHHble HpI/IMeCH

Uniform suspension passing through the
710 um sieve is formed / O6pasyercs
OJHOpOAHAs  CYCIIEH3Hs, NpOXOAALIast
yepes CUTO C pazMepoM OTBEPCTHH 710 MKM

Remarks: The Product conforms to ND/
Ipumeuanue: IIponykT cooTBeTCTBYET TpeboBanuaM HJI

Opinion: APPROVED
3axmovenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MogroroeneHo: Santost Iporepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoaUTE b
Kumar Maurya ',Bk mf—// Amit Kumar oL—
— Pﬂf/

Reprint Date: Reprint Date: Reprint Date: !
Jata: 16.11.2024 Jara: 16.11.2024 Jara: 16.11.2024

Registered Office: 8-2-237, Road No. 2, Banjara Hills, Hyderabad - 560034, Telanganza, India

Tel: +61 40 4800 2900, Fax: +91 40 4900 2999, Email: maii@drreadys.com

CIN: L85195AP1984PLCO04507

wwy drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noyxunu FOunop®, TabaeTku aucneprupyemble [ns gereii], 100 mr + 125 mr

Batch No / V2402337 Batch Quantity / 1500000.0 tab /
Cepust Ne : Pazmep cepunu : 1500000.0 Tab
Analytical Repovrt No/ 040002728917 Date of Analysis / 16.11.2024
AnanuTHYecKnii oTueT Ne : JlaTa ananu3sa:

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

JlaTa npou3BOACTBA : TI'ogen a0 :

Analysis performed according ND / Anaiu3 nposeaed nmo HJI: JITT-Ne(004427)-(PI'-RU)-260124

Ne l Test / Iloka3aTtes Results / Pe3y1bTaTh! Specification / Hopma _
‘Method 1/ Meron 1 4-aminophenol (paracetamol impurity) - not
'4-Aminophenol content / 0.0001 % more than 0.005 %
fOnpeueneHne S 4-amuHodeHon (MpuMech napaueramona) -
| EaNMBROfeHoNE e Goxtee 0,005 %

"Method 2 / Metoz 2 Any individual unidentified impurity of ‘
' Determination of 0.10% ibuprofen or paracetamol - not more than |
Ibuprofen and Paracetamol 0.2% '
unidentified impurities / E
| | JUHUYHAs HenaeHTHGULHPOBaHHas |
| | Onpenenenue r[ 6 .
pumech HbynpodeHa UM napaleTamona
| | HCI/IIICHTI:I’(bI/ILalOBaHHBIX He Gonee 0.2 %
npumeceil ubynpodena u ’
| | napaueramona i
| Total impurities (Method 0.10% Not more than 0.7 % / He 6osnee 0,7 % '
1+Method 2) / Cymma
npumeceit (Meton 1 +
Merton 2)
8 |Microbial limits* / Mukpo6Honoriieckas yuctora* o
a) Total aerobic microbial NA Not more than 103 CFU/g /
count / Ob11ee YUCIO He 6onee 103 KOE/r
a’pOOHBIX
MHUKPOOPTaHH3MOB

Remarks: The Product conforms to ND/ Opinion: APPROVED

IIpameuanue: [IpoaykT cootBeTcTByeT TpeboBanuam H/J Zaxmwouenne: OJJOBPEHO

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

Tloarorosneno: Santosh IIporepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBonuTeNb

Kumar Maurya QL Amit Kumar L

(DC«{ /X( —

Reprint Date: Reprint Date: Reprint Date: '

Jata: 16.11.2024 Jara: 16.11.2024 Jata: 16.11.2024
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Page 4 of 6/ CTp. 443 6

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

H6yknun FOunop®, Tabaerkn aucneprupyembie [1ist geveii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepus Ne : M Pasmep cepuu : 1500000.0 Tab
Analytical RepO}‘t No/ 040002728917 Date of Analysis / 16.11.2024
AHanuTHyeckmii oT4eT Ne : JaTa aHaqn3a:

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

JlaTa npon3BOACTBA T'onen fo :

Analysis performed according ND / Ananu3 nposeaes no H: JII1-Ne(004427)-(PI'-RU)-260124

Specification / Hopma

Ne ! Test / [lokazaTenn I Results / PesyabTaThl
ib) Total combined yeasts ' NA
and mould count / Ob1wee
|4HCIIO0 APONOKEBBIX 1 |
| necHeBbix rpubOB
¢) E. coli NA

9 | Uniformity of dosage units /

O,ZlHOpO,LIHOCT_L 103UPOBAHHS

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

.I

| Shall be absent in lg /

OrcytctBUe B 1 T

Ibuprofen / 6ynpoden

2.2

| The acceptance value (AV) should be not
more  than 15,0 /  Ilokazarens
| mpuemnemoctu (AV) gnomkeH OBITB He
bonee 15,0

Paracetamol /
ITapaueramon

2.1

The acceptance value (AV) should be not
more than 15,0 /  Iloxasatens
npuemneMoctd (AV) nomxeHn OBITB HE
oonee 15,0

10 |Assay / KonnuecTeenHoe

onpeaesieHue |

100.7 mg/ 100.7 mr

1244 mg/ 124.4 mr

90.0mg to 110.0mg of C13H1802
(ibuprofen) per tablet / Ot 90,0 Mr no

110,0 mr CI13HI802 (ubynpodeH) B
TabneTke
1125mg to 137.5mg of C8H9NO2

(paracetamol) per tablet / Ot 112,5 Mr no

Remarks: The Product conforms to ND/
Ipumeuanue: [IponykT coorBeTcTByeT TpeboBanusM HJI

Opinion: APPROVED
3akawuenue: OJOBPEHO

Prepared by /
[ToArOTOBIEHO: Santos%
Kumar Maurya (K

——

Checked by /
IIpoeepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBonuTens

Amit Kumar Fi=
p‘/ /"

Reprint Date:
Iata: 16.11.2024

Reprint Date:
Jata: 16.11.2024

Reprint Date: '

JHara: 16.11.2024
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJTH3A

Di. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Malagarh Road, Baddi,
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Page Sof 6/ CTp. 5u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxaun IOunop®, TaGnerkn aucneprupyemere [1s aereit], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepnust Ne : 2402351 Pazmep cepHu : 1500000.0 Tab
Analytical Report No/ 040002728917 Date of Analysis / 16.11.2024
AHaMUTHYECKH oTueT No : JlaTa aHanau3a:

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

JlaTa npou3BOACTBA : Tojen 1o :

Analysis performed according ND / Anann3 nposeaen mo HJI: JIIT-Ne(004427)-( PI'-RU)-260124

Specification / Hopma

_ Ne i Test / Iloka3aTeb Results / Pe3yabTaThbl

' 137,5mMr C8HINO2 (mapaueramon) B
| | TabneTke
| i1 !Package/YnaKOBKa 10 tablets in PVC/Al blister. 2|10 tablets in PVC/Al blister. 1, 2 or 20

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

[B Omuctep u3 T[IBX/Al. Ilo 2
[Gnucrepa BMecTe ¢ HHCTPYKUMEH

blisters and patient information leaflet in a
carton. / Ilo 10 Ttabnetok B Onucrep H3
[IBX/AL Tlo 1, 2 wi 20 6J1MCTEpOB BMECTE
C UHCTPYKLHEH MO MPUMEHEHHIO B MayKy

N0 TPUMEHEHWIO B  Ma4KYy | KAPTOHHYIO.
: KapTOHHYIO.
12 |Labeling / MapxHpoBKa | According to ND. / B coorBerctauu ¢ HJI.
13 Storage conditions / |In the original packaging (blister in carton) at temperature below 25°C. /
! XpaHenue B opuruHanbHo# ynakoBke (GnucTep B auke) Npu Temnepatype He Bbitue 25 °C.
| 14 |Shelf life / Cpox 5 years / 5 1eT
rOHOCTH |

* 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. / McnbiTaHHe IPOBOAMTCS TOILKO AJIS KaxA0# 20-i cepHH HIIH 115t
OJHOH CepuH B rojl, B 3aBHCHMOCTH OT TOro, 4T0 HAacTynmuT panee. IloxasaTejb MOKeT OTCYTCTBOBaThH B
ceprudnkaTe aHAJIH3A IPOU3BOIUTEJIS.

Remarks: The Product conforms to ND/
Ipumeuanne: [Iponykr coorsercrsyer Tpedosanism HJI

Opinion: APPROVED
Zakmouenne: OJOBPEHO

Prepared by /
Toaroroeneno: Santosh
Kumar Maurya K@

=

Checked by /
ITposepeno: Pardeep Kumar

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

Reprint Date:
Hata: 16.11.2024

Reprint Date:

Jata: 16.11.2024

Amit Kumar /\(\ L
/
Reprint Date: !

Jarta: 16.11.2024
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A
Page 6 of 6/ CTp. 6 13 6
Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yknun FOunop®, Tabaerku aucneprupyemsble [aas gereii], 100 mr + 125 mr
Batch No / Batch Quantity / 1500000.0 tab /
Cepns Ne : L Pasmep cepnn : 1500000.0 Tab
Analytical Repovrt No/ 040002728917 Date of Analysis / 16.11.2024
AnanmuTnyecknii oTyer Ne : JMaTa anannza:
Date of Manufacture / 10/2024 Date of Expiry / 09/2029
|JlaTa HPON3BOACTEA : T'open 1o :

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

API Manufactured by & country /
IIpouseogurenns ADC, crpana:

| Limited, India / Conapa DxTuB

®dapma Caitencus Jlumuten, Uaaus

ﬁgi;:ﬁlggﬂl\i) Ai ®C (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapanietamon
API manufacturer batch number / PIBM240170 APAP/24040591
Howmep cepun npousoanteyiss ADC:
FP Manufacturer API Batch number /
Homep cepun cyGcTaHuuu FERA00560 FERAQ0433
nponsBoautens I'JIdD:

Solara Active Pharma Sciences Granules India Ltd., India /

['panynec Unnns Jita., Unnus

Remarks: The Product conforms to ND/
Ipumeuanne: [TpogykT cooTBETCTBYET TpeboBanusaM HJI

Opinion: APPROVED
3axkmouenue: QJIOBPEHO

Prepared by /
[ToarorosneHo: Santosh

Kumar Maurya { g{

Checked by /
[Tposepeno: Pardeep Kumar

ol

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

Reprint Date:
Hata: 16.11.2024

Reprint Date:

Jara: 16.11.2024

Amit Kumar =
/X-\/‘ /
i

Reprint Date:
Jara: 16.11.2024




