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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6yknnu [Ounop”, TabneTKu ANCTepripyembie [mns neredd], 100 mr + 125 Mr

Bgtch No / V2301492 Batch Quantlt)i / 541.77kg
Cepuist Ne Pasmep cepuu :

Analytical Rep(?’rt No / 290001680788 Date of Analysis / 16.08.2023
Ananutudeckuil otuet Ne : JlaTa aHayi3a:

Date of Manufacture / 07/2023 Date of Expiry / 06/2028
Jlata NpoU3BOACTBA ! T'ozeH 10 :

Analysis performed according ND / Anajn3 npoBe/ieH 1o HJI: T1 N011252/02-150323

Ne Test / Iloka3zaTeb

Results / PesyabTaThl

Specification / Hopma

1 |Description / Onncanne

Pink round flat-faced beveled-edge
tablets with impregnations and a

score-line on one side and
characteristic odor. /
Kpyrible  TUIOCKOUMIMHAPHYECKHE
TabneTky ~ poO30BOro  IBeTa  C

BKpAIICHAAMH, C (ackod W PHCKOH
Ha OJIHOM CTOpOHE, C XapaKTepHbIM
3araxoM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnbie JIOCKOIHJIMHIPUUECKHE
TabneTKH PO30BOTO [[BETA c
BKpareHusmy, ¢ ackoi 1 puckod Ha
ONHOM CTOpOHE, C  XapaKTepHHIM
3armaxom.

" 2 |Identification /
IloaIHHHOCTD

Complies as prescribed/
CoOTBETCTBYET

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  yAepXuBaHHs — OCHOBHBIX
MHKOB Ha XpoMaTorpaMMme
MCTBITYEMOTO ~ pacTBopa  NOJDKHBI
COOTBETCTBOBATh BpeMEHaM
yaepXKUBaHUS HHKOB Ha
XpOMAaTOrpamMme pacTBopa CTaHAapTHBIX
obpasuos néynpodeHa u napaueTamona
(pazzen «KonuuecTBeHHOE
ONpeeNncHAE).

Remarks : The Product conforms to ND/
Mpumeuanne: [IpojiyKT COOTBETCTBYET TPeOOBAHHAM HJT

Opinion : APPROVED
3aknouenne: OJTOBPEHO

Prepared by /

[ToAroTOBJIEHO: &

Santosh Kumar Maurya

Checked by /
I[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: MeHEn&p/PyKOBOL{HTeHL

Reprint Datc:
Jlara: 29.10.2023

Reprint Date:

Tlata: 29.10.2023

Abhishek Chauhan \

Reprint Date:
Iata: 29.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel- +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WU6ykmn [Onrnop”, Tabnetku aucnepripyemsie [ana gereii], 100 Mr+ 125 Mr

Batch No / V2301492 Batch Quantlty. / 541.77kg
Cepnst Ne : Pasmep cepin :
Analytical Rep(\)'rt No/ 890001680788 Date of Analysis / 16.08.2023
Anpanutnueckuit otuer Ne : Jlata aHanusa:
Date of Manufacture / 07/2023 Date of Ex.plry/ 06/2028
JlaTa mpon3BoACTBA : [onex 1o :
Analysis performed according ND / Anamus nposenen o HJL: IT N011252/02-150323

Ne Test / IlokazaTenn Results / PesyabTaTsl Specification / Hopma

3 | Average weight of tablets / 365.5 mg/ 365.5 Mr 1357.7 mg to 372.3 mg

Cpennsisi Macca Ta01eToK Complies/COOTBETCTBYET (365.0 mg = 2.0 %). /
P Y | Ot 357,7 Mr 10 372,3 Mr

(365,0 Mr % 2,0 %)

4 |Disintegration /
PacnagaeMocTh

00 min 25 sec/ 00 MuH 25 cek

Not more than 3 min /
He 6onee 3 muH

5 |Dissolution / PacTBopenue

|

Dispersibility /
AucnepcHocTh

92 % to 101 %

92 % to 100 %

Complies / CooTBeTCTBYeT

Not less than 70 % (Q) of CisHizOq
(ibuprofen) after 30 min / He meHee
70 % Q) Ci3Hi502
(ubynpoden) uyepes 30 MuH

Not less than 70 % (Q) of CsHoNO:
(paracetamol) after 30 min / He menee
70 % Q) CsHyoNO,
(napaueramon) depes 30 MuH

Uniform suspension passing through the
710 um sieve is formed / O6pasyercs
ONHOpOJIHAs CYCIIEH3Ms, IPOXOAsILAs
yepes CHUTO C pasMEPOM OTBEPCTHH
710 mxMm

7 |Related substances / PoacreeHHbIe MIpHAMeECH

Remarks : The Product conforms to ND/

Ipumeuanue: [IpoaykT cooTBeTcTByeT TpeGosannsm HJL

Opinion : APPROVED
3axkmouenne: OJIOBPEHO

Prepared by /
IToarotosneHo: @/
Santosh Kumar Maurya

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Menemrgp / Pykosonutens
Abhishek Chauhan \,

Repiint Date:
Hara: 29.10.2023

Reprint Date:
Hara: 29.10.2023

Reprint Date: !
Jara: 29.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Woyknun FOnnop”, Tabnetku aucnepripyemsie [ans gereii], 100 mr + 125 mr
Batch No / V2301492 Batch Quantlty' / 541.77kg
Cepust Ne : Pazmep cepu :
Analytical Repc:rt No/ 290001680788 Date ofAnaly.s1s / 16.08.2023
AHanuTnyeckuii otder Ne : Jlara aHanu3a:
Date of Manufacture / 07/2023 Date of Expiry / 06/2028
JlaTa npou3BOJCTBA : T'open no:
Analysis performed according ND / Ananu3 nposesies mo HJT: [T N011252/02-150323
Ne Test / [TokasaTeab Results / Pe3yibTaThl Specification / Hopma

Method 1/ Meton 1
4-Aminophenol content /
Omnpenenenye conepXxaHus
4-amuHOGEHOTa

0.0002%

4-aminophenol (paracetamol impurity) -
not more than 0.005 %

4-amuHOGEHON (mpumecs
napatieramona) - He 6onee 0,005 %

Method 2 / Meton 2
Ibuprofen and Paracetamol
unidentified impurities /
Onpenenenne
HEeHJeHTU(DHLIUPOBAHHBIX
npumMeceii HOynpodeHa u
napaneTramosia

BDL (disregard Limit 0.05%)%

'i
| 0.0002%

Any individual unidentified impurity of |
ibuprofen or paracetamol - not more than |
0.2%

EnuHuuHas  HewJeHTHU(QHLHPOBaHHAs
MPUMECH ubynpodeHa WK
napaneramora - He 6onee 0,2 %

Total impurities (Method
1+Method 2) / Cymma
npumeceit (Meron 1 +
Merton 2)

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

Microbial limits* / Mukpo6Hosioru4yeckast 4ucrora™

a) Total aerobic microbial
count / Obmee yucno
aspoOHBIX
MHMKpPOOPTraHu3MOB

Less than 100 CFU/g/
Menee 100 KOE/r

Not more than 10° CFU/g /
He 6onee 10* KOE/r

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBercTByeT TpeboBanuam HJI

Opinion : APPROVED
Zaxaouenne: OJJOBPEHO

Prepared by /
IToaroroBneHo: @
Santosh Kumar Maurya

Approved by: Manager/Executive /
Onobpeno: Meunemiep / PykoBoauTtens
Abhishek Chauhan L \

Reprint Date:
Jara: 29.10.2023

Checked by /

IIporepeno: Pardeep Kumar »
C‘i’_'"_._

Reprint Date:

Jlara: 29.10.2023

Reprint Date: \

Jata: 29.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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CEPTHOHKAT AHAJIU3A
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Vill. Kho!l, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6y 10nuop”, Tabnetku mucneprispyemsie [aas gereii], 100 mr + 125 mMr

Batch No / V2301492 Batch Quantity / 541.77kg
Cepus Ne Pasmep cepii :
Analytical Repgrt No/ 290001680788 Date ofAnaly's1s / 16.08.2023
AHanutiyeckuii otyeT No : JlaTa aHanusa:
Date of Manufacture / 07/2023 Date of E)fpll‘y/ 06/2028
JlaTa MpON3BOACTEA : [oJleH 10 :
Analysis performed according ND / Ananus nposesier no HJT: TINO1 1252/02-150323
Ne Test / Ilokasatenn Results / Pe3yabTarhl Specification / Hopma
b) Total combined yeasts Less than 100 CFU/g/ Not more than 10° CFU/g/
and mould count / Ob1iee Memnee 100 KOE/r He 6onee 10> KOE/r
YHCJIO IPOMNOKEBBIX U
] IJIECHEBBIX TPUGOB
') E. coli Absentin 1 g/ Shall be absentin 1 g/
OrcyTcTBYeT B 1 T OtcyrctBUE B 1 T
9 | Uniformity of dosage units / ORHOpPOJHOCTL JO3UPOBAHMSA
Ibuprofen / U6ynpoder 1.5 The acceptance value (AV) should be not
more than 15.0 / IlokasaTens
npueminemMoctd (AV) JODKEH ObITh HE
ooiee 15,0
Paracetamol / ITapaneramon 1.5 The acceptance value (AV) should be not
more than 15.0 / Iloka3arens
npremiieMocTdt (AV) NomKkeH ObITh He
Goiee 15,0
10 |Assay/ KosnyecTBeHHOE 99.8 mg/99.8 Mr 90.0mg to 110.0mg of C;3HisO2
onpejeieHHe (ibuprofen) per tablet / Ot 90,0 Mmr 10
110,0 mr C;3His02 (ubynpoden) B
TabneTke
124.4 mg/ 124.4 mr 112.5mg to 137.5mg of CsHoNO,
(paracetamol) per tablet/ Ot 112,5 Mr 10
137,5 mr CgHoNO, (napaueramon) B

Remarks : The Product conforms to ND/
IIpumeuanne: ITpoaykt cooTBeTCcTBYET TpeboBanusaM HJ

Opinion : APPROVED
3axmouenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToByeHo: @ IIpoBepeHo: Pardeep Kumar ¢ Onobpeno: Menemrep / PykoBonutens
Santosh Kumar Maurya \—;L/ Abhishek Chauhan \_/

Reprint Date: Reprint Date: Reprint Date:

Jara: 29.10.2023 Hara: 29.10.2023 Hara: 29.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxman FOuuop®, Tabnetku aucneprupyemsie [ns aerei], 100 mr + 125 mr

Batch No/ V2301492 Batch Quantity / 541.77kg
Cepus Ne : Pasmep cepuu : o
Analytical Repcirt No/ ‘ 890001680788 Date ofAnaly.s1s / 16.08.2023
AHanuTHYeCKHH OTUeT Ne : Jara aHanu3a:
Date of Manufacture / 07/2023 Date of Expiry / 06/2028
Jlata Ipou3BOACTBA : I"ozmeH 1o :
Analysis performed according ND / Ananus nposeges mo HJI: IT N011252/02-150323
| Ne Test / IlokasaTenb Results / Pe3yJabTaTh! Specification / Hopma

TabIleTKe

11 |Package / YnakoBKa

HaYKy KapTOHHYIO.

10 tablets in PVC/Al blister. 2 blisters
and patient information leaflet in a
carton. / ITo 10 Tabnerok B GnucTep
u3 TIBX/Al Ilo 2 6n1cTepa BMECTE C
HHCTPYKIMEH N0 HPHUMEHCHHIO B

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient information leaflet in
a carton. / ITo 10 Tabnetok B 6auctep U3
IIBX/AL Tlo 1, 2 wnu 20 6auctepos |
BMECTE C HHCTPYKLMEH [0 TPUMEHEHHIO
B Na4Ky KapTOHHYIO.

12 |Labeling / MapkupoBka

According to ND. / B cootserctBuu ¢ HJI.

13 |Storage conditions /
XpaHeHnne

25 °C.

In the original packaging (blister in carton) at temperature below 25 °C. /
B opuruHaibpHON ynakoBke (6:11cTep B navke) MpH TeMIepaType He BbILIE

14 lShelf life / Cpox rognocTu |5 years/ 5 et

* 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 certificate of analysis. / McnbITaHMe TIPOBOAMTCH TONBKO AJIS Kax 1ok 20-f cepuu WiIH AJIst OTHOH cepHu B
o/, B 3aBHCHMOCTH OT TOT0, 4TO HACTYNHT panee. IlokasaTe.b MOXKeT OTCYTCTBOBATH B CepTH(HKaTe aHaIU3a.

Remarks : The Product conforms to ND/
Tpumeuanue: [Iponykr cootBercTByeT TpeboBanusam HJT

Opinion : APPROVED
3akmodenue: OJJOBPEHO

Prepared by / Ckf,

Santosh Kumar Maurya

Reprint Date:
Hara: 29.10.2023

[ToaroroBieHo: =

Checked by /

Reprint Date:
Hara: 29.10.2023

I[TpoBepeHo: Pardeep Kuma;f/_

Approved by: Manager/Executive /

Onobpeno: Menemicefy / PykoBogurens
Abhishek Chauhan \
by .

Reprint Date:
Hara: 29.10.2023
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
Page 6 of 6 / CTp. 6 13 6

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

H6yxmin I0sMop®, Tabnetky gucneprupyeMele [ans aeteif], 100 mr + 125 mr

Batch No / V2301492 Batch Quantity / 541.77kg

Cepust Ne : Pa3mep cepuu :

Analytical Rep?'rt No/ 290001680788 Date of Analysis / 16.08.2023
Ananutnyeckui oruer Ne : JaTa aHanusa:

Date of Manufacture / 07/2023 Date of Expiry / 06/2028

JlaTa npou3BOJCTEA : I'ogeH no:

Analysis performed according ND / Ananu3 nposenex no HJI: ITN011252/02-150323

API name (INN) /

Haumenonarnue AGC (MEH): Ibuprofen / U6ynpoden Paracetamol / [lapaneramon
API manufacturer batch number / PIBM230137 APAP/23030307

Homep cepun npoussoautenas ADC:

FP Manufacturer API Batch number /
Homep cepun cyOcTaHIHH FEQAO00219 FEQA00127

npoussoauTes I'JID:

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & country / Limited, India / Conapa DxTuB I'panynec Unaus JItn., Unaus

lpoussopurent ADC, cTpana: ®apma Caitencus Jlumuren, Uuaus

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanne: [TpoaykT cooTBeTcTBYeT Tpebopanusm HJI 3axmouenue: OTOBPEHO

Prepared by / @« Checked by / Approved by: Manager/Executive /
IToproTormneHo: =" IIporepeno: Pardeep Kumar Onobpeno: Menemkép / PykoBoautens
Santosh Kumar Maurya CI”' Abhishek Chauhan L\
Reprint Date: Reprint Date: Reprint Date: ‘
Hara: 29.10.2023 Hata: 29.10.2023 IMara: 29.10.2023
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