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

U6ykmun FOuunop”, Tabnetky aucneprupyemble [uid gereit], 100 mr + 125 mMr

Batch No/ V2302088 Batch Quantlty./ 542.550 kg
Cepust Ne : Pazmep cepHH :

Analytical Repczrt No/ 890001696774 Date of Analysis / 31.10.2023
Ananuruyeckuii otyet Ne . JlaTa aHanu3a:

Date of Manufacture / 09/2023 Date of Expiry / 08/2028
JlaTa nmpou3BOICTBA : T'onen 10 :

Analysis performed according ND / Ananu3 nposezeH no HJI: TI N011252/02-150323

Ne Test / [Toka3areanb Results / Pe3yabTaTbl

Specification / Hopma

1 |Description / Onucanune Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyriele  MIOCKOLMIMHAPUYECKHE
tTabjeTku  po3oBoro  mBera ¢
BKpaIUieHUsIMHU, ¢ ackoil B puCKo#
Ha OJHOM CTOpOHE, C XapaKTepHBIM
3aIaxoM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrinsie IUIOCKOIHJIMHIPHUECKHE
TabneTku PO30BOrO BeTa c
BKpaIUIeHHAMH, ¢ (Packoll ¥ pUCKo# Ha
ONHOH  CTOpPOHE, C  XapaKTepHBbIM
3aMaxoMm.

2 |Identification / Complies as prescribed/
HoannHHOCTH 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  ynmepkuBaHHA  OCHOBHEIX

MHKOB Ha xpoMaTorpamme
UCIIBITYEMOTO ~ pacTBOpa  JOJDKHBI
COOTBETCTBOBATh BpeMeHaM
yIepKUBaHUS TIMKOB Ha

XpOMaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpasiioB nbynpoteHa | napaneramona

ITpumeuanue: [IpoxykT cooTBeTcTBYeT Tpebosanusm HJI

(pazgen - «KonuuecTBeHHOE
1 oTpenesieHNe»).
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmouenne: OJOBPEHO

Prepared by / @ Checked by / Approved by: Manager/Executive /
[ToarotoRJyieHo: = [Iposepeno: Himesh Kumar Ono6peno: Menemxep / Pykosoaurens
Santosh Kumar Maurya ()__if——ﬁ Abhishek Chauhan | \

\ -
Reprint Date: Reprint Date: Reprint Date:
Jara: 31.10.2023 Hata: 31.10.2023 Jara: 31.10.2023

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: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6 yknu FOniop”, Tabnerku aucneprupyemsie [ans gereit], 100 mr+ 125 mr

Batch No/ V2302088 Batch Quantlty‘ / 542,550 kg
Cepust Ne : Pasmep cepun :

Analytical Repc:rt No/ 800001696774 Date of Analysis / 31.10.2023
Ananutiueckuii otuet Ne : Jlata aHanv3a:

Date of Manufacture / 09/2023 Date of Expiry / 08/2028
Jlarta npon3BoJCTBA : [opex fo:

Analysis performed according ND / Ananu3s nposenes no HJI: I1 N011252/02-150323

Ne Test / Iloka3zareib

Results / PesyabTaThl

Specification / Hopma

3 | Average weight of tablets /
Cpenusis Macca TabieTox

366.2 mg/ 366.2 Mr

Complies/COOTBETCTBYET

357.7 mgto 372.3 mg
(365.0 mg 2.0 %). /
Ot 357,7 mr o 372,3 mr
(365,0 mr £ 2,0 %)

4 |Disintegration /
PacnagaeMocTh

00 min 35 sec/ 00 muH 35 cex

Not more than 3 min /
He Gonee 3 MuH

6 |Dispersibility /
JucnepcHocTh

5 |Dissolution / PacTeBopenne

99 % to 101 %

97 % to 100 %

Not less than 70 % (Q) of CisHisO2
(ibuprofen) after 30 min / He wmenee
70 % Q Ci13H150;
(ubynpoden) uepes 30 MUH

Not less than 70 % (Q) of CsHsNO;
(paracetamol) after 30 min / He Menee
70 % Q) CsHoNO;
(naparietamon) uepes 30 MUH

Complies / CooTBETCTBYET

Uniform suspension passing through the
710 um sieve is formed / O6pasyercs
OJIHOPOJHAsT CYCIIEH3Us, NPOXoAsALas
yepes CUTO C pa3sMepoM OTBEPCTHMH
710 MM

Remarks : The Product conforms to ND/
Ipumeyanue: IIpoaykt cootseTcTByeT TpeGopanusm H/I

Opinion : APPROVED
Zaxaouenue: OJJOBPEHO

Prepared by / @ Checked by / Approved by: Manager/Executive /
IToaroToBneHO: Iposepeno: Himesh Kumar Onobpeno: MenemkeR / Pykoponurelib
Santosh Kumar Maurya C:_‘j,_/—f Abhishek Chauhan \
Reprint Date: Reprint Date: Reprint Date: \
Hara: 31.10.2023 Jara: 31.10.2023 Hara: 31.10.2023
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6 ykanH FOuuop”, Tabaetku pucnepripyemste [ans nerei], 100 mr + 125 mr

Batch No / Batch Quantity /

Cepusa Ne : V2302088 Pazmep cepui : 542.550 ke
Analytical Repgrt No/ 290001696774 Date of Analysis / 31.10.2023
Anamitadeckuit oryet Ne : Jlata ananu3sa:

Date of Manufacture / 09/2023 Date of E)fplry / 08/2028
JlaTa npon3BO/CTEA : Tones fno :

Analysis performed according ND / Ananu3s nposesier o HJI: [1 N011252/02-150323

7 |Related substances / PoacTBeHHbIE IPUMECH
Method 1 / Merop 1 0.0003% 4-aminophenol (paracetamol impurity) -
4-Aminophenol content / not more than 0.005 %
Onpezenenue coaepKaHus 4-amMuHOQEHON (npumMech
4-amrHO¢EHOa napatietramona) - He 6onee 0,005 %
Method 2 / Meton 2 BDL (disregard Limit 0.05%) Any individual unidentified impurity of
Ibuprofen and Paracetamol ibuprofen or paracetamol - not more than
unidentified impurities / 0.2%
Onpenenenvie EnuHuuHag — HeuwJeHTH(GHLUUPOBaHHAas
HenJeHTHPULNPOBAHHBIX [pUMech ubynpodena WA
npuMeceii uGynpogera u napalieramona - He 6onee 0,2 %
rnapaneramMosia 0.0003%
Total impurities (Method Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma
npumeceit (Meton 1 +
Mertoz 2)

8 |Microbial limits* / Mukpo0uoJorudeckasi 4HcTOTa™
a) Total aerobic microbial NA Not more than 10* CFU/g /
count / O61mee Yucno He 6onee 10° KOE/r
a’poOHBIX
MUKPOOPraHU3MOB

Remarks : The Product conforms to ND/
I pumeuanue: [Tpoaykt coorBercryeT Tpedopanusay HJl

Opinion : APPROVED
Zaxaouenue: OJJOBPEHO

Prepared by / ~ Checked by / Approved by: Manager/Executive /
INoaroroBneHo: % Iposepeno: Himesh Kumar Ono6peno: Menemwrep / PyxoBonuTes
Santosh Kumar Maurya Cb‘_j/—ﬁ) Abhishek Chauhan \
Reprint Date: Reprint Date: ‘ Reprint Date: e

Hara: 31.10.2023

Hata: 31.10.2023

Jlara: 31.10.2023

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIHM3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykmun FOHnop®, Tabnetku nucneprupyemsie [ans aeteii], 100 mr + 125 mr
Batch No/ Batch Quantity /
Cephia Mo V2302088 Pasmep cephh 542.550 kg
Analytical Repgrt No/ 200001696774 Date of Analysis / 31.10.2023
AHamTHYeCKHH oTyeT Ne ; JlaTa aHanuza:
Date of Manufacture / 09/2023 Date of Expiry / 08/2028
JlaTa npou3BOACTBA : T'onen mo
Analysis performed according ND / Ananu3 nposeget no HJI: [T NO11252/02-150323

¢) E. coli

b) Total combined yeasts NA Not more than 10° CFU/g /
and mould count / O6uiee He 6onee 10° KOE/r
YHCIIO JIPOMOKEBBIX U
IJIECHEBBIX TPHOOB

NA Shall be absentin 1 g/

OtcyrctBHE B 1 T

9 |Uniformity of dosage units / OgHOPOAHOCTD 103HPOBAHUSA

Ibuprofen / U6ynpoden 2.6 The acceptance value (AV) should be not
more than 150 / Ilokasarens
npuemieMoctd (AV) pokeH ObITh He

6onee 15,0
‘Paracetamol / ITapaneramorn 1.6 The acceptance value (AV) should be not
more than 15.0 / [Iloka3arens
npuemieMoctd (AV) nomxeH ObITh He

ooinee 15,0
10 Assay/K(;mquTBeﬂﬂoe T 101.9mg/101.9Mr 90.0mg to 110.0mg of C3Hi50;

onpeae/eHue

Remarks : The Product conforms to ND/
IIpumeyanne: [IponykT cooTBeTcTBYET TpebopanusaM HJI

125.1 mg/ 125.1 mr

(ibuprofen) per tablet / Ot 90,0 Mr no
110,0 Mr Ci;3HisO2 (ubynpoden) B
TabyeTKe

112.5mg to 137.5mg of CsHoNO;
(paracetamol) per tablet / OT 112,5 Mr 10
137,5 Mr CsHoNO, (mapanietamon) B
tabneTke

Opinion : APPROVED
3axmwouenue: OJJOBPEHO

Prepared by / @_’

[ToaroroBneno: =
Santosh Kumar Maurya

Checked by /
IIposepeno: Himesh Kumar

S

Approved by: Manager/Executive /

Onobpeno: Menemkep / PykogoauTellb
Abhishek Chauhan o \

Reprint Date:
Jara: 31.10.2023

Reprint Date:

Jata: 31.10.2023

Reprint Date:
Jara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 560034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1984PLC004507
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Mbykmn IOnmnop”, Tabnetku aucneprupyemsbie [ans aereii], 100 mr + 125 mr

Batch No{ V2302088 Batch Quantlty./ 542,550 kg
Cepitst Ne : Pazmep cepun :

Analytical Reptzrt No/ 890001696774 Date of Analysis / 31.10.2023
ApanutHyeckuii otueT Ne Jara aHanuza:

Date of Manufacture‘/ 09/2023 Date of E)fplry/ 08/2028
Jara npon3BoJCTBa ; INoges o :

Analysis performed according ND / Ananus mposezen no HJI: [T N011252/02-150323

11 |Package / YnakoBka

10 tablets in PVC/Al blister. 2 blisters
and patient information leaflet in a
carton. / ITo 10 Tabnerok B biucTep
n3 TIBX/AL Tlo 2 6nuctepa BMECTE €
MHCTPYKUMEH @0 TNpPUMEHEHUIO B
[ayKy KapTOHHYIO.

10 tablets in PVC/ALl blister. 1, 2 or 20
blisters and patient information leaflet in
a carton. / ITo 10 tabnetok B 6McTep U3
MBX/Al Tlo 1, 2 umu 20 OIUCTEPOB
BMECTE ¢ HHCTPYKLHEH 10 IPUMEHEHUIO
B 1aYKy KapTOHHYO.

12 |Labeling / MapKkupoBKa

According to ND. / B cootserctBuu ¢ HJI.

13 |Storage conditions /
XpaHeHue

25 °C.

In the original packaging (blister in carton) at temperature below 25 °C. /
B opuruHanbHOM ynakoBke (O1ucTep B aUKe) MPH TEMNEPaType He BBIILE

14 |Shelf life / Cpok rogHocTH

5 years / 5 net

* 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. / UcnbITanue NPOBOJUTCA TOJIBKO JJIA Kaxgoii 20-i cepun MK AJIA ONHOI CEPHH B
o, B 3aBHCHMOCTH OT TOT0, 4TO HACTynHT panee. [lokasaTesib MOXKET OTCYTCTBOBATH B CEPTHOHKATE aHAIH3A.

Remarks : The Product conforms to ND/
M pumeuanue: ITponykT coorBeTcTByeT TpeboBanuam HJI

Opinion : APPROVED
Zakmouenue: OJIOBPEHO

Prepared by / \ Checked by / Approved by: Manager/Executive /
[ToaroToBJieHo: »%‘ [posepeno: Himegsh Kumar | Onobpero: Merek p/ PyxosoauTtens
Santosh Kumar Maurya C;.j—’—/' Abhishek Chauhan &_ \
Reprint Date: Reprint Date: Reprint Date: ' '

Jata: 31.10.2023 Hata: 31.10.2023 Jara; 31.10.2023

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

CIN: L85155AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTI3A

Page 6 of 6/ CTp. 6 13 6

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

W6 ykann IOunop”, Tabnetky gucreprupyembie [ aereii], 100 mr + 125 mr

Batch No / V2302088 Batch Quantlty./ 542.550 kg
Cepus Ne Pasmep cepuil :

Analytical Repgrt No/ 290001696774 Date of Analysis / 11.10.2023
Ananurudeckuii otuet No : Jlarta aHanusza:

Date of Manufacture / 09/2023 Date of Expiry / 08/2028
JlaTa nMpoM3BOACTEA : lopen 10 :

Analysis performed according ND / AHanu3 nposezieH 1no HJI: TTN011252/02-150323

API name (INN) /
Hanvenosanue AGC (MHH): Ibuprofen / U6ynpoden Paracetamol / Ilapateramon
API manufacturer batch number / PIBM230318 APAPE2023060682
Howmep cepun npousBoautens ADC:
FP Manufacturer API Batch number /
Homep cepun cyOcTaHIHH FEQA00402 FEQAO00329
nponssoautens [JID:

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & counfry/ Limited, India / Conapa DxTuB ['panynec Wuaus JIta., Uuaus
Hpoussopnrens ADC, crpana: ®apma Caiiencus Jlumuren, Muaus

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoayKT COOTBETCTBYET tpebosanusM HJI

Opinion : APPROVED
3akmaodenue: QJJOBPEHO

Prepared by / @ Checked by / Approved by: Manager/Executive /
IToAroTOBIEHO: - [Tpoeepeno: Himesh Kumar Ono6peno: Menemikgp / PykoBOLHTEND
Santosh Kumar Maurya lj__’,— Abhishek Chauhan ¥

Reprint Date: Reprint Date: Reprint Date: L

Jara: 31.10.2023 Hara: 31.10.2023 IMara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India
Tal: +@1 10 4300 290N, Fav: +91 4N 490N 2999, Fmail; mail@drreddys.com

CIN: L85155AP1984PLCO04507
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