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Product: Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yknua FOnuop®, Tabnetku aucneprupyemsie [ gereii], 100 mr+ 125 mr

Batch No / V2301531 Batch Quantity / 529.8 kg
Cepus Ne : Pasmep cepui ©

Analytical Repcirt No/ 890001685974 Date of Analy.sm / 09.09.2023
Ananutadeckuii otuet No : Jlata ananuza:

Date of Manufacture / 07/2023 Date of Expiry / 06/2028
Jlata npor3BOACTBA ! Tonen o :

Analysis performed according ND / Ananus nposeaesn no H: [1N011252/02-150323

Ne Test / Ioka3zaTean

Results / Pe3yJibTaThl

Specification / Hopma

1 |Description / Onucanue

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

score-line on one side and
characteristic odor. /
Kpyrable  mI0oCKOUMIMHAPHYECKHE
TableTKM  pO30BOTO  IBETAa  C

BKpaIieHussMu, ¢ Gackoil u puckoi
Ha OJIHOM CTOpOHE, C XapaKTepHbIM
3amaxom.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnsie IUTOCKOIWIINHIPUYECKIE
TabJIeTKH pO30BOr0 LIBETA c
BKpAIUICHUsIMY, C (ackoi M pHCKoH Ha
ONIHOH  CTOpOHE, ¢  XapaKTEPHBIM
3aMaxoM.

2 |Identification /
IlogHHHOCTD

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). /
BpemeHa  yIepXMBaHUS ~ OCHOBHBIX
THKOB Ha XpoMaTorpamme
UCIBITYEMOTO  pacTBOpa  JOJDKHBI
COOTBETCTBOBATh BpeMEHaM
yIepKUBaHUS IHKOB Ha
XpoMaTorpaMme pacTBOpa CTaHJapTHBIX
o6pasuoB ubynpodeHna 1 napaneramorsa
(pazgen «KonuuectBeHHOE
OTIpE/IeNICHHER).

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoxykT cooTBeTCTBYeT Tpebosanusam HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /
ITogroTosjeHo:
Pravesh Rana

i

Checked by /
Iporepeno: Santosh Kumar Maurya
&

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosogurens
Manoj Kumar

Reprint Date:
Jara: 01.12.2023

Reprint Date:
Hata: 01.12.2023

Reprint Date:
JHata: 01.12.2023

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
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WU6ykmmH IOnuop”, Tabnetku aucneprupyemste [ans nere], 100 mr+ 125 mr

Batch No / V2301531 Batch Quantlty./ 529.8 ke
Cepus Ne . Pa3mep cepun :
Analytical Repcirt No/ 200001685974 Date ofAnaly.sw / 09.09.2023
AHanmutnueckuit otuer Ne : JlaTa aHann3a:
Date of Manufacture'/ 07/2023 Date of Expiry / 06/2028
JlaTa npon3BOACTBA : l'ozen no :
Analysis performed according ND / Ananus nposezier no HJT: [1 N011252/02-150323
Ne Test / Iloka3aTenan Results / Pe3yJbTaThl Specification / Hopma I
3 | Average weight of tablets / 364.5 mg/ 364.5 Mr 357.7 mg to 372.3 mg
Cpennsst macca TabyieTox 3 (365.0 mg £2.0 %)./
Complies/CooTBETCTBYET Ot 357,7 Mr 10 372,3 Mr
(365,0 Mr + 2,0 %)
4 IDisintegration / 00 min 22 sec/ 00 mun 22 cex | Not more than 3 min /
| Pacnmagaemocrs He 6onee 3 muH
5 |Dissolution / PacTBopenue 96 % to 101 % Not less than 70 % (Q) of Ci3His0:
(ibuprofen) after 30 min / He meHee
70 % Q) Ci3Hi0:
(ubynpooden) uepes 30 MUH
95 % to 99 % Not less than 70 % (Q) of CsHoNO»
(paracetamol) after 30 min / He menee
70 % Q CsHyNO>
(mapaueramon) gepe3 30 MUH
6 Dispersibility_/ - Complies / COOTBETCTBYET Uniform suspension passing through the
NucnepcHocTh 710 pm sieve is formed / O6pasyetcs
OIHOPOJHAS CYCIIEH3Us, MNPOXOAAlIas
yepe3 CHTO C Pa3MEpPOM OTBEPCTHH
| 710 mxM
7 | Related substances / PogcTBeHHbBIE NPpUMECH

Remarks : The Product conforms

ITpumeuanue: [Tponykt coorBeTcTBYeT TpeboBanusm HII

to ND/

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: ITposepeHo: Santosh Kymar Maurya | Ogobpeno: Menemkep / PykoBoautens
Pravesh Rana [fc Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Jarta: 01.12.2023

Hara: 01.12.2023

Hara: 01.12.2023
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

U6ykmn IOHMop®, TabseTku Aucneprupyemsie [ans gerei], 100 mr+ 125 mr

Batch No / V2301531 Batch Quantlty' / 529.8 kg
Cepus No : Pazmep cepun :

Analytical Rep(:rt No/ 200001685974 Date of Analysis / 09.09.2023
AnanmuTaveckuii oTyet No : JlaTa aHanu3a:

Date of Manufacture / 07/2023 Date of E)fplry/ 06/2028
JlaTa npon3BoacTBa : T'ogen 1o :

Analysis performed according ND / Aranu3 nposejieH no HJT: TTNO1 1252/02-150323

Ne | Test / ITokazaTeJb

Results / Pe3yabTaThl

Specification / Hopma

Method 1 / Merop 1
4-Aminophenol content /
Onpenenenue conepkaHus
4-amuHOEHONA

0.0001%

Method 2 / Meton 2
Ibuprofen and Paracetamol
unidentified impurities /
OnpeneneHue
HeuJIeHTH QU POBAHHBIX
npumMeceit u6ynpodena u
napaneramona

BDL (disregard Limit 0.05%)

0.0001%

Total impurities (Method
1+Method 2) / Cymma
npumeceit (Metoxn 1 +
Meton 2)

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

4-amuHodeHon (mpumech
napateramona) - He 6onee 0,005 %

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

EqunnyHas — HeHMJeHTUGUIMPOBaHHASL
IIPUMECH ubynpogeHa U
napaiietamona - ue 6onee 0,2 %

iNot more than 0.7 % / He 6onee 0,7 %

Microbial limits* / MukpoGuonornyeckasi 4HCTOTA™

a) Total aerobic microbial
count / Ob1iee yHcIo
a3poOHBIX
MHKpPOOPraHU3MOB

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: [Tpoayxt cooTBeTcTBYeT TpebosaHuam HJT

Opinion : APPROVED
3axaouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBJeHO: IIporepeHo: Santos_flfumar Maurya | Onobpeno: MeHemkep / Pykosonutens
Pravesh Rund - Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Hata: 01.12.2023

Jara: 01.12.2023

Hata: 01.12.2023

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

U6yxnus FOunop®, Tabnerku aucneprupyemsie [ans aeteit], 100 Mr+ 125 mr

Batch No / V2301531 Batch Quantity / 529.8 kg
Cepus Ne : Pazmep cepud :

Analytical Repcirt No/ ‘ 890001685974 Date of Analysis / 09.09.2023
AuganurHiecknii oTdyeT Ne : JlaTta aHanu3a:

Date of Manufacture / 07/2023 Date of Expiry / 06/2028
Jlata mpoH3BOACTBA : I'omeH o :

Analysis performed according ND / AHanus nposesied mo HJI: TTN011252/02-150323

No Test / IloxasaTennb

Results / PesyabTaThl

Specification / Hopma

b) Total combined yeasts
and mould count / Obuiee
YHCIIO JPONOKEBBIX U
IUIECHEBBIX IPHOOB

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

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

¢) E. coli

Absentin 1 g/
OrcyrctByeTB 1 T

Shall be absentin 1 g/
OrcyrcTBHEe B 1 T

9 | Uniformity of dosage units /

OLlHOpO)IHOCTL NO3UPOBAHHUA

Tbuprofen / 6ynpoden 23 The acceptance value (AV) should be not
more than 15.0 / [Ilokasarens
npuemiieMoctd (AV) nomxeH 6bITh HE
6oiee 15,0

Paracetamol / ITapaueramon 2.3 The acceptance value (AV) should be not

more than 15.0 / Tlokasarens
npuemsieMoctd (AV) nomxeH ObITh HE
6oiee 15,0

10 |Assay/ KonnuecTBeHHOE
onpeneseHne

99.5 mg/99.5 mr

122.8 mg/ 122.8 mr

90.0 mg to 110.0 mg of Ci3Hi30;
(ibuprofen) per tablet / Ot 90,0 Mr mo
110,0 Mr C;3HisO2 (ubynpoden) B
TabJieTKe

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

Remarks : The Product conforms to ND/
Ilpumeuanne: IIponykt cooTBeTCTBYET TpeboBaHusM H/I

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Prepared by /
IloarorosseHo:
Pravesh Rana

Checked by /
Ipoeepeno: Santosh

AW

———

mar Maurya

Approved by: Manager/Executive /
Onobpeno: Menenxep / PykoBoaurensb
Manoj Kumar

Reprint Date:
Hara: 01.12.2023

Reprint Date:
Jara: 01.12.2023

Reprint Date:
Hara: 01.12.2023

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
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykun IOHK0p”, Tabnetxku mncneprupyemsie [ais aeteii], 100 mr + 125 mr
Batch No/ V2301531 Batch Quant1t¥ / 529.8 kg
Cepust Ne : Pa3mep cepuu :
Analytical Repclrt No/ 890001685974 Date of Analysis / 09.09.2023
AHamuTHdeckuii otyer No : Jlata aHanuza:
Date of Manufacture / 07/2023 Date of Expiry / 06/2028
JlaTa IpOM3BOJCTBA : I'omeH Jio :
Analysis performed according ND / AHanu3 nposeen no HJI: ITN011252/02-150323

No Test / Iloka3aTesnb Results / Pe3yjbTaThl Specification / Hopma 1
TabyeTke |
11 |Package / YnakoBka 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 Tabnerok B 6muctep |a carton. / ITo 10 Tabnetox B Gnuctep U3
13 TIBX/AL To 2 6nucrepa Bmecte ¢ | [IBX/AL Ilo 1, 2 mnm 20 Gmucrepos
MHCTpYKUHMeH 0[O NpPHMEHEHHIO B|BMECTE C HHCTPYKUHEH [0 MPUMEHEHHUIO
nayKy KapTOHHYIO. B Na4YKy KapTOHHYIO.

12 |Labeling / MapkapoBKa According to ND. / B coorBercTBuu ¢ HJI.

13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
XpaHeHHne B opuruHanbHOM yrakoBke (61UCTep B avke) py TeMIepaType He BbILIe
25 °C.

14 | Shelf life / Cpox ronnocTu 5 years /5 qer.
* 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. / HcnbITanHe NPOBOAUTCS TOJBKO AJIst Ka1oil 20-i cepun I /15 OTHOH CepHH B
ro/1, B 3aBHCHMOCTH OT TOT'0, 4TO HACTYNHT paHee. [loka3aTe/ b MOXKeET OTCYTCTBOBATh B cepTH(RHKATE aHAIH3A.

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Tpoaykr coorBeTcTBYeT Tpeborannsm HJI 3akmouenue: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MogrorosneHo: IIposepeno: Santosh Kumar Maurya | Ono6peno: Menemkep / PykoBoaurens
Pravesh Rana ,r % Manoj Kumar

pan—
Reprint Date: Reprint Date: Reprint Date:
Jara: 01.12.2023 Jara: 01.12.2023 Jara: 01.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIN3A
Page 6 of 6 / CTp. 6 13 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WU6yxmin IOnuop®, Tabnetku nucneprupyemslie [is aeteii], 100 mr + 125 mr
Batch No / V2301531 Batch Quantlty' / 529.8 kg
Cepust Ne : Pa3mep cepud :
Analytical Repgrt No/ 890001685974 Date of Analysis / 09.09.2023
AnanutHdeckuii oryer No : JlaTa aHanmuza:
Date of Manufacture / 07/2023 Date of Expiry / 06/2028
Jlata mpoOU3BOICTBA : T'oneH fio :

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

API name (INN) /
Haumenosate AGC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapanieramon
API manufacturer batch number / PIBM230148 4055/23-24

Howmep cepuu npouseoauntens ADC:

FP Manufacturer API Batch number /
Homep cepun cyGcTaHIHH FEQA00220 FEQA00240

npoussogurens IJID:

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country / Limited, India / Conapa DKTHB India / IlIpu Kpuiuna
Ipoussoautens APC, crpana: ®apma Caitencus Jlumuten, Manus | @apmacerotdkans Jitn., Huaus
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: Iponykr, cootBeTcTBYET TpebopanusaM HJI 3aximouenue: OJJOBPEHO
Prepared by / / Checked by / Approved by: Manager/Executive /
IoxroToBieHo: ; IIpoeepeno: Santosh Kumar Maurya | Ono6peno: Menemxkep / Pykosoautesb
Pravcsh Rana 1 - ™~ Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:
HMara: 01.12.2023 Hara: 01.12.2023 Hara: 01.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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