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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxnun IOnrop®, Tabnetky aucneprupyemble [aas aereit], 100 mr + 125 mr

Batch No / V2302283 Batch Quant1tyf 547.500 ke
Cepust Ne : Pasmep cepun :

Analytical Repgrt No/ 040002275658 Date of Analysis / 17.11.2023
Ananutndeckuii otyet No : JlaTa aHanuza:

Date of Manufacture / 10/2023 Date of Expiry / 09/2028
JlaTa npon3sBoAcTBa : ToneH J1o :

Analysis performed according ND / Ananu3 nposeaen no HJI: IT1 N011252/02-150323

Ne Test / IloxazaTean

Results / Pe3yabTaTsl

Specification / Hopma

1 |Description / Onucanue

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

score-line on one side and
characteristic odor. /
Kpyrnesle  nIoCKOUMIHHAPHUUYECKHE
TabNeTKH  pO30BOrO  IBETa  C

BKparuieHUsIMH, ¢ GacKol U pUCKOM
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 IUIOCKOLIMJIMHAPHUYECKHE
Tabnerku PO30BOI0 1BEeTAa c
BKparUleHusIMH, ¢ Gackol U pUCKOM Ha
OJHOH  CTOpOHE, C  XapaKTepHbIM
3araxoMm.

2 |Identification /
IHoanuHOCTH

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). /
BpemMeHna  ynepuWBaHHS ~ OCHOBHBIX
UKOB Ha XpoMaTorpamme
UCTIBITYEMOTO  PacTBOpPa  JOJDKHEI
COOTBETCTBOBATh BpeMeHaM
yIAep>KUBaHHUS MHKOB Ha
XpoMaTorpaMMe pacTBOpa CTaHJAPTHBIX
obpaswoB ubynpodeHa u napaueramosna

IIpumeqanue: [Iponykr coorBercTByeT Tpeboranusm HJT

(pazmen «KonuuecTBeHHOE
ONpeaeNEHNE).
Remarks : The Product conforms to ND/ Opinion : APPROVED B

3akmouenne: OJIOBPEHO

Hata: 17.11.2023

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

INoaroroBnexo: % ITpoBepeHo: Ramﬁzj{m Onobperno: Menemxkep / PykoBoguTens

Pravesh Rana U_[j‘ Manoj Kumar @i
/

Reprint Date: Reprint Date: Reprint Date:

Hara: 17.11.2023

Hara: 17.11.2023

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: L85195AP1584PLCO04507
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

U6yxun IOnnop”, Tabnetku pucneprupyemsie (s aetei], 100 mr + 125 mr

léatch No / V2302283 Batch Quantlty'/ 547.500 kg
epus Ne Pasmep cepun :

Analytical Repc:rt No/ 040002275658 Date of Analysis / 17.11.2023

AHanutuueckuii oryer No ; Jara ananu3za:

Date of Manufacture / 10/2023 Date of Expiry / 09/2028

Jlata npon3BoACTRA : T'ogeH jio :

Analysis performed according ND / Ananuz nposesied no HI: IT N011252/02-150323

Ne Test / IlokazaTeanb

Results / Pe3ynbTaTsl

Specification / Hopma

3 | Average weight of tablets /
Cpennss macca TabyeTox

365.0 mg/ 365.0 mr

Complies/CooTBETCTBYET

357.7 mg to 372.3 mg
(365.0 mg £2.0 %). /
Ot 357,7 Mr no 372,3 mr
(365,0 Mr =2,0 %)

4 |Disintegration /
Pacnapaemoctn

00 min 24 sec/ 00 muH 24 cex

Not more than 3 min /
He 6onee 3 MuH

5 |Dissolution / PacTBopenue

6 |Dispersibility /
HAucnepcHocTb

99 % to 102 %

96 % to 100 %

Complies / CooTBeTcTBYeT

Not less than 70 % (Q) of Ci3His0;
(ibuprofen) after 30 min / He wmenee
70 % Q) Ci3Hi50:
(ubynpoden) yepes 30 MuH

Not less than 70 % (Q) of CgHyNO;
(paracetamol) after 30 min / He meHee
70 % Q) CsHoNO,
(napauetamon) uepes 30 MuH

Uniform suspension passing through the
710 pm sieve is formed / O6pasyercs
OJHOPOJHAS CYCHEH3HUs, INPOXOAslLast
Yyepe3 CHUTO C pPa3MepoM OTBEPCTHH
710 MKkM

Remarks : The Product conforms

ITpumeuanne: [IponykT coorsercTByeT Tpebopanusam HJI

to ND/

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Hata: 17.11.2023

Jata: 17.11.2023

Prepared by / Checked by / Approved by: Manager/Exceutive /

TlonrorosnexHo: Z IIposepeHo: Rammn /&_ Onobpeno: Menemxep / PykoBoauTens

Pravesh Rana - Manoj Kumar é
= ! m"‘"

Reprint Date: Reprint Date: ‘ Reprint Date:

JaTa: 17.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykman IOnnop”, Tabnetku nucneprupyemsie [1s gereii], 100 mr + 125 mr

léatch No / V2302283 Batch Quantlty.f 547.500 kg
epus Ne : Pasmep cepuu :

Analytical Rep(irc No/ 040002275658 Date of Analysis / 17.11.2023
Ananutuuecknii order No ; [ata aHanu3za:

Date of Manufacture / 10/2023 Date of Expiry / 09/2028
JlaTa mpon3BOJCTBA : ['onen fo :

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

7 |Related substances / PoacTBennbie NpuMecH
Method 1/ Meton 1 0.0001% 4-aminophenol (paracetamol impurity) -
4-Aminophenol content / not more than 0.005 %
Onpenenenye cogepkatus 4-amuHopeHON (mpuMecs
4-amuHodenona napatieramona) - He 6osiee 0,005 %
Method 2 / Meton 2 0.07% Any individual unidentified impurity of
Ibuprofen and Paracetamol ibuprofen or paracetamol - not more than
unidentified impurities / 0.2%
Onpegenenne EnuHnunas  HeuAeHTUDULIHPOBAHHAS
HEUJIEHTUUIIHPOBAHHBIX npuMech ubynpodena W
npumeceit ubynpodena u napaieramona - He 6onee 0,2 %
napaieramona
Tolal impueitics (Method 0.07% Not more than 0.7 % / He Gunee 0,7 %o
1+Method 2) / Cymma
npuMeceif (Merton 1 +
Merton 2)

& |Microbial limits* / MukpoGuonorndeckas yucrora*
a) Total aerobic microbial Less than 100 CFU/g/ Not more than 10° CFU/g /
count / Ob1iee uncno Menee 100 KOE/r He 6onee 10° KOE/r
a’pobHBIX
MHKPOOPraHH3MOB

Remarks : The Product conforms to ND/
Ilpumeyanue: ITpoaykr coorBeTcTBYET TpeboBanuaM HJT

Opinion : APPROVED
3akarwuenne: OJJOBPEHO

Prepared hy / Checked hy / Approved hy: Manager/Executive /
[ToAroToBneHO: [IpoBepeno: Rama Ka Onobpeno: Menemxep / PykoBoanuTens
Pravesh Rana J@ Manoj Kumar @_ﬂ_
Reprint Date: Reprint Date: ' Reprint Date:

Harta: 17.11.2023

Harta: 17.11.2023

Hata: 17.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2960, Fax: +91 40 4500 2999, Emai!: mail@drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yknus FOHMop”, Tabietku aucneprupyemeie [ aeteii], 100 mr+ 125 mr

Batch No / V2302283 Batch Quant1tyf 547.500 kg
Cepust No : Pasmep cepuu :

Analytical Repczrt No/ . 040002275658 Date of Analysis / 17.11.2023
AHanutuueckuit oryet No : Jlara aHanuza:

Date of Manufacture'/ 10/2023 Date of E)fpll'y/ 09/2028
Jlata npou3BoJICTRA ["opeH zo :

Analysis performed according ND / Axanu3 nposesex no HJI: [T N011252/02-150323

b) Total combined yeasts

YHCJIO IPONOKEBBIX 1
NIECHEBBIX IpubOB

and mould count / Obuiee

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/
OtcyTtcTByeTB I T

Shall be absentin 1 g/
OrcytcTBUE B 1 T

9 | Uniformity of dosage units / OqHOpOAHOCTH JO3UPOBAHHS

10
onpegeeHne

Assay / KonuuecTBeHHOE

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cootBeTcTBYET TpebOoBanusiM HJL

Ibuprofen / U6ynpoden 1.2 The acceptance value (AV) should be not
more than 15.0 / Tlokasartens
npuemneMoctu (AV) pomxeH OBITH He
6onee 15,0

Paracetamol / [Tapaueramon 1.1 The acceptance value (AV) should be not

more than 15.0 / Tloka3aTens
npueMieMocT (AV) nomxeH OBITh HeE
0onee 15,0

100.7 mg / 100.7 mr

1244 mg/ 124.4 mMr

90.0mg to 110.0mg of C;3H;30;
(ibuprofen) per tablet / Ot 90,0 Mr mo
110,0 mr C13H1302 (ubynpoden) B
TabeTke

112.5 mg to 137.5 mg of CgH¢NO;
(paracetamol) per tablet / Ot 112,5 mr 1o
137,5 vr CgHoNO, (mapaneramos) B
Tabnetke

Opinion : APPROVED
3axmouyenne: OJJOBPEHO

Jara: 17.11.2023

Hara: 17.11.2023

Prepared by / . Checked by / Approved by: Manager/Executive /
IToarororneHo: i [TpoBepeno: Rama Kant Onobpeno: Menemxkep / PykoBognrens
Pravesh Rana ( E/g { E Manoj Kumar

Reprint Date: Reprint Date: " Reprint Date:

Jara: 17.11.2023

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: L85195AP1584PLC004507
www.drreddys.ccm
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yknun FOunop®, tabneTku aucneprupyemsie [ aereit], 100 mr + 125 mr

Batch No / V2302283 Batch Quantlty'/ 547.500 kg
Cepus Ne : Pazmep cepuu :

Analytical Repc:rt No/ 040002275658 Date of Analysis / 17.11.2023
AHanmutndeckui ordet No : JlaTa aHanu3a:

Date of Manufacture / 10/2023 Date of Expiry/ 09/2028
Jlata npou3BoJCTRa : ["open jio :

Analysis performed according ND / Ananus nposeaes no HJI: [1N011252/02-150323

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 Gnucrep |a carton. / ITo 10 Tabnetok B 6uctep u3
u3 [IBX/ALl. Io 2 6aucrepa Bmecte ¢ |TIBX/AL Ilo 1, 2 unu 20 6muctepos
UHCTPYKLMEH MO MPUMEHEHHUIO B|BMECTE C HHCTPYKIHEH 110 IPMMEHEHUIO
Nayky KapTOHHYIO. B Ma4Ky KapTOHHYIO.

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

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

Xpanenue B opurnHaneHOH ynakoBke (6yMcTep B Mayke) NpU TeMIiepaType He BhILIE
25 °C.
14 |Shelf life / Cpok rogHocTn |5 years /5 net

# The toot is porformed for onch 20th bateh, or for one bateh in a year whichever is earlicr. The test can be absent
in the certificate of analysis. / McnbiTaHHe NPOBOAUTCH TOJILKO ISl Kax A0 20-H cepuM WM 1JIs OAHOM cepun B
roj, B 3aBHCHMOCTH OT TOT0, YTO HACTYNHT paHee. [loka3aTeb MOMXET OTCYTCTBOBATh B cepTUdHKATE aHAIH3A.

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Remarks : The Product conforms to ND/
IIpnmevanne: IIpoaykt cooTBeTcTBYeT Tpeboanusm HJ{

Prepared by / Checked hy / Approved by: Manager/Executive /
IToarorosneHno: [IpoBepeHo: Rama m \C[ﬁ\ Onobpeno: Menemkep / PykoBoguTteis
Pravesh Rana Manoj Kumar -

— ! (e
Reprint Date: Reprint Date: Reprint Date:

Hara: 17.11.2023

Hata: 17.11.2023 Hara: 17.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2960, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLC004507
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6y xmuH IOHHOp®, TabneTku qucneprupyemsie [nns pereit], 100 mr+ 125 mr

Batch No / V2302283 Batch Quantlty./ 547.500 kg
Cepus No : Pasmep cepuu :

Analytical Repc:rt No/ 040002275658 Date of Analysis / 17.11.2023
AHanutuveckuit oryeT Ne : Jara ananusa:

Date of Manufacture / 10/2023 Date of Expiry / 09/2028
Jlata npou3BoJCTBa : I'oneH jo :

Analysis performed according ND / Ananus nposenen no HJI: TT N011252/02-150323

API name (INN) /
Hanmenosanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapanietamonn
API manufacturer batch number / PIBM230355 APAPE2023060684
Homep cepuu npoussoautens A®C:
FP Manufacturer API Batch number /
Homep cepun cy6cTannuu FEQAO00449 FEQA00330
npousBoauTens I'JIdD:

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & coun?r y/ Limited, India / Conapa DxTus I'panynec Uupus JItn., Uupus
Ipoussopurens A®C, crpana: ®apma Caitencus JInmuren, Munus

Remarks : The Product conforms to ND/
IIpameyanne: [Iponykt cooTBeTCTBYET TpeGoBanusM HJ|

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Exccutive /
IloaroTornexo: IIpoBepeno: Rama Ka Onobpeno: Menemxep / PykoBognTens
Pravesh Rana /[ U,:‘}t‘ Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Hara: 17.11.2023

Hata: 17.11.2023

Hata: 17.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 290C0, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLC004507
www.drreddys.ccm




