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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yknun IOnuop”, Tabnetku nucneprupyemsie [ans nerei], 100 Mr + 125 mr

Batch No/ V2302038 Batch Quantity / 547.5 kg
Cepust Ne Pasmep cepuu :

Analytical Rep(?'rt No/ 890001695680 Date of Analysis / 21.10.2023
AHanutnveckuit otyer Ne : Jlata aHayiu3za:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTa npou3BOACTBA : I"oneH jio :

Analysis performed according ND / Ananu3z nposenen no HJI: IT N011252/02-150323

Ne Test / IlokazaTean

Results / Pe3yabTaThl

Specification / Hopma

1 |Description / Onucanue

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

score-line on one side and
characteristic odor. /
Kpyrneple  IIIOCKOLMIHHAPUYESCKHE
TabneTKH  PO30BOrOo  I[BETa  C

BKpaIUIeHUsMHU, ¢ (ackoil u pUCKOH
Ha OJHOH CTOPOHE, C XapaKTEPHBIM
3aMaXoM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnsie IUTOCKOIMITHHAPUYECKHE
tabneTku po30BOr0O BETa c
BKparieHusMY, ¢ dackoil U puckod Ha
OHOM CTOpOHE, C XapaKTepHBIM
3anaxoM. )

i

2 |Identification /
IMoanuHHOCTD

Complies as prescribed/
CoOOTBETCTBYET

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). /
BpemeHa  yIepKHBaHUST ~ OCHOBHBIX
MTUKOB Ha XpoMaTorpamme
HCMBITYEMOTO  pacTBOpa  IOJDKHBI
COOTBETCTBOBATh BpeMeEHaM
yIAEpKUBaHUS THKOB Ha
XPOMATOrPaMMeE pacTBOpa CTaHAApTHBIX
o0pasnoB uOynpodeHa u napaneramona

Ipumeuanue: [Ipoaykr cootBeTcTBYET TpeboBanusm HI

(pa3zen «KonuuecTBeHHOE
OnpeeIeHUEY).
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axnwyenue: OJJOGPEHO

Hata: 21.10.2023

Jlata: 21,10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[TogroroineHo: IMposepero: Santosh Kumar Maurya | Omobpeno: Menemxep / PykoBogutens
Ankaj Verma % Manoj Kumar dn e

Reprint Date: ) Reprint Date: Reprint Date:

Hara: 21.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85135AP1984PLC004507
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykmun FOunop®, Tabnetkn aucneprupyemsle [as aereii], 100 mr + 125 mr

Batch No / V2302038 Batch Quantlty'/ 547.5 ke
Cepust Ne : Pasmep cepuu :

Analytical Repcirt No/ . 890001695680 Date of Analysis / 21.10.2023
Ananutuueckuit orger Ne : [ara aHanuza:

Date of Manufacture./ 09-2023 Date of Expiry/ 08-2028
Jata nipousBoacTsa : I'ogeH po :

Analysis performed according ND / Ananu3 nposeaen no HJI: T1 N011252/02-150323

No Test / IToka3zaTenn Results / Pe3yabTaThl Specification / Hopma
3 |Average weight of tablets / 365.6 mg/ 365.6 mr 357.7 mg to 372.3 mg
Cpennsis Macca TabJIETOK Complies/CoOTBETCTBYET (365.0 mg = 2.0 %). /
P Y Ot 357,7 mr no 372,3 mr
(365,0 Mr + 2,0 %)
4 |Disintegration / 00 min 22 sec / 00 MmuH 22 cek  |Not more than 3 min /
Pacnagaemocrnb He 6onee 3 mun
5 |Dissolution / PacTBopenue 98 % to 101 % Not less than 70 % (Q) of Ci3His0:
(ibuprofen) after 30 min / He menHee
70 % Q) CisHi302
(ubynpoden) uepes 30 MuH
96 % to 99 % Not less than 70 % (Q) of CgHoNO;
(paracetamol) after 30 min / He menee
70 % Q) CsHoNO;
(napaueramodn) uepe3 30 MUH
6 |Dispersibility / Complies / CooTBETCTBYeT | Uniform suspension passing through the
ducnepcHOCTH 710 um sieve is formed / Ob6pazyetcs
OTHOPOIHAS CYCIEH3HUs, MPOXOAAIIAsL
gepe3 CHTO C pPa3sMepoOM OTBEpCTHH
710 MM
7 |Related substances / PogcTBeHHBIE npUMecH

Remarks : The Product conforms

Hpumeuanne: IIpogykt cooteTcTBYET TpeboBanusim H]|

to ND/

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: ITpoBepeno: Santosléﬁnar Maurya | Onobpeno: Menemxkep / PykosoinTens
Ankaj Verma ﬂ . ol Manoj Kumar Wi
Reprint Date: Reprint Date: Reprint Date:

Hara: 21.10.2023 Hara: 21.10.2023 Jata: 21.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6yxme FOnuop®™, Tabnetku Ancneprupyemsie [ns aereii], 100 mr + 125 mr

Batch No/ V2302038 Batch Quantity / 547.5 kg
Cepus Ne : Pasmep cepun :

Analytical Repgrt No/ 290001695680 Date of Analysis / 21.10.2023
Anamutiyeckuit otuer Ne : Jlara aHanuza:

Date of Manufacture / 09-2023 Date of Expiry/ 08-2028
JlaTta npon3BoACTBA : I'oneH 1o :

Analysis performed according ND / Ananu3 nposezen mo HJI: ITN011252/02-150323

No Test / IloxazaTenan Results / Pe3yabTaThl Specification / Hopma
Method 1/ Meron 1 0.0001% 4-aminophenol (paracetamol impurity) -
4-Aminophenol content / not more than 0.005 %
Onpegenenne COAEPKaHUs 4-amuHOGpeHON (mpumecs
4-amuHOGEHOa napateramona) - He 6onee 0,005 %
Method 2 / Meton 2 0.05% Any individual unidentified impurity of
Ibuprofen and Paracetamol ibuprofen or paracetamol - not more than
unidentified impurities / 0.2%
Onpexpenenne Envnuudas  HEHJSHTUGULHUPOBAHHAS
HeHJeHTUPULPOBaHHBIX IpUMEChH nbynpodeHa WA
npumeceil ubynpodeHa u napaieramona - He 6onee 0,2 %
napateramona
Total impurities (Method 0.05% Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma
npumecet (Metox 1 +
Meton 2)

8 |Microbial limits* / Muxpo6uosoruueckas 4ucTora™
a) Total aerobic microbial NA Not more than 10* CFU/g /
count / O61ee YKCIIO He 6onee 10° KOE/r
aspoOHBIX
MHUKpPOOPraHN3MOB

Remarks : The Product conforms to ND/
IIpumeqanmue: [TpoayKT cooTBETCTBYET TpeboBanusam HJI

Opinion : APPROVED
3aknawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToxrotoBneHo: ITposepeno: Santosh Kumar Maurya | Ono6peno: Menemxep / Pykosogutesnb
Ankaj Verma W/ @(/’\: Manoj Kumar M
Reprint Date: Reprint Date: Reprint Date:

Jlata: 21.10.2023

Jara: 21.10.2023

Jara: 21.10.2023

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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Product: Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykmun IOunop®, Tabnetku pucneprupyemsie [ais gerei], 100 mr + 125 mr

Batch No/ V2302038 Batch Quantlty'/ 547.5 kg
Cepust Ne : Pasmep cepuu :

Analytical Repgrt No/ 290001695680 Date of Analysis / 21.10.2023
Ananutruveckuit otuet Ne : JlaTa aHanu3a:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTa npou3BOACTBA : I'ogen fo :

Analysis performed according ND / Ananu3 nposenes no HJI: [T N011252/02-150323

No Test / Iloka3aTenn Results / Pe3yabTaTsl Specification / Hopma
b) Total combined yeasts NA Not more than 10 CFU/g /
and mould count / O6uiee He 6onee 10? KOE/r
YHCJIO APONOKEBBIX H
IJIECHEBBIX I'PHOOB
¢) E. coli NA Shall be absentin 1 g/

OtcyrctBHe B I T

9 | Uniformity of dosage units / OqHOpPOAHOCTD 103UPOBAHUS

Ibuprofen / U6ynpoden 1.3 The acceptance value (AV) should be not
more than 15.0 / Tloka3atens
npueMieMoctd (AV) nomxeH ObITh He
bonee 15,0

Paracetamol / ITapaneramon 1.3 The acceptance value (AV) should be not

more than 150 / Iloka3arens
npuemieMoctu (AV) nomkeH ObITb He
oonee 15,0

onpeaesicHue

10 [Assay/ KosmuecTrBeHHOE

101.6 mg/ 101.6 mr

125.6 mg/ 125.6 mr

90.0mg to 110.0mg of C;:Hi30;
(ibuprofen) per tablet / Ot 90,0 Mr no
110,0 Mmr C;3His02 (ubynpoden) B
TabneTke

1125 mg to 137.5mg of CsHoNO;
(paracetamol) per tablet / Ot 112,5 mr 10
137,5mr CgHoNO, (mapauneramon) B

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYeT TpeboBaHusam HJ{

Opinion : APPROVED
3akaouenue: OJJOBPEHO

Jara: 21.10.2023

Hara: 21.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotorneHo: A)/ ITposepeno: Santosh Kumar Maurya | Onobpeno: Menemxkep / PykoBognTenb
Ankaj Verma l = Manoj Kumar }@i
Reprint Date: Reprint Date: Reprint Date:

Hara: 21.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Moykmis [Ounop”, Tabnetky Aucneprupyemsie [ana gereii], 100 mr+ 125 mr
Batch No / V2302038 Batch Quantity / 547.5 kg
Cepnsg Ne : Pazmep cepui :
Analytical Repgrt No/ 290001695680 Date of Analysis / 21.10.2023
Anamatryeckuii otyer Ne : Jlata ananusa:
Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTa npou3BOJICTEA : Conen A0 :
Analysis performed according ND / Ananus nposesien o HJI: ITNO1 1252/02-150323

Ne Test / IlokazaTenn Results / PesyabTaThl Specification / Hopma
TabrneTke

11 |Package / YnakoBxa 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/AL blister. 1, 2 or 20
and patient information leaflet in a |blisters and patient information leaflet in
carton. / ITo 10 ta6netok B 6mucTep | a carton. / ITo 10 Tabnerok B Gikctep U3
u3 TIBX/AL Ilo 2 6nucrepa Bmecte ¢ [[IBX/AL Ilo 1, 2 umm 20 Gaucrepos
MHCTPYKIHMEH MO NPUMEHEHHIO B |BMECTE C MHCTPYKLMEH O MPUMEHEHHI0
24Ky KapTOHHYIO. B MMayKy KapTOHHYIO.

12 |Labeling / MapkupoBKa According to ND. / B cootserctum ¢ HJI.

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

XpaHeHHe B opurvHanbHol ynakoBke (611cTep B mauke) MpH TEMIEPaType HE BBILIE

25 °C.

14 |[Shelf life / Cpok roguocTu |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. / HcnbITaHME NPOBOAUTCS TONBLKO AJIS KAXK/A0MH 20-i cepHH HJIH ISt OHOIi cepUH B
roj, B 3aBHCHMOCTH OT TOr'0, YTO HACTYNHT panee. [lokazaTe/ib MOXKET OTCYTCTBOBATh B ceprudukaTe aHAIH3A.

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykr coorsercTyeT Tpedosanusam HJT

Opinion : APPROVED
Jaxaouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToByeHO: IposepeHo: Santosh Kumar Maurya | Omo6peno: Menekep / PykoBouiTesb
Ankaj Verma & A Manoj Kumar M
Reprint Date: Reprint Date: — Reprint Date:

Hara: 21.10.2023 Jara: 21.10.2023 Harta: 21.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2929, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

U6ykmuH IOnuop®, Tabnetku nucneprupyemsie [ns gereii], 100 Mr+ 125 mMr

Batch No / Batch Quantity /

Cepts No : V2302038 Pasmep cepun : 547.5kg
Analytical Repc:rt No/ 890001695680 Date of Analysis / 21.10.2023
Ananptnyeckuii otdyet Ne : JlaTa aHanmu3a:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTa mpou3BOACTBA : I'onen 1o :

Analysis performed according ND / Ananus nposeaen no HJI; T1 N011252/02-150323

API name (INN) /
Hamvenosanne ADC (VHH): Ibuprofen / U6ynpoben Paracetamol / [Tapatieramon
API manufacturer batch number / PIBM230317 APAPE2023060682

Homep cepun npounspogurensa ADC:

FP Manufacturer API Batch number /
Homep cepum cy6cTanumn FEQA00401 FEQA00329

npoussoauteas I'JIdD:

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & country / Limited, India / Conapa DxTuB ['panynec Unaus JIta., Unaus
Iponssoputent ADC, crpana: ®apma Caitencus Jlumurten, Uuaus

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumevanue: [IpoaykT coorBeTcTBYeT TpeboBanuaM HJI 3axmwouenue: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrorornexo: ITposepeno: Santosh Kumar Maurya | Omobpeno: Menemkep / Pykosoauteib
Ankaj Verma &' @_ﬂ Manoj Kumar O‘ E /L Lﬁ
Reprint Date: Reprint Date: Reprint Date:

Jara: 21.10.2023 Hara: 21.10.2023 Jara: 21.10.2023

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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