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Page 10of6/CTtp. 11436

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykun FOuuop”, Tabnerku aucnepripyemsle (s aereii], 100 mr+ 125 Mr

Batch No{ V2302182 Batch Quantlt){/ 547.100 kg
Cepus Ne : Pasmep cepuu :

Analytical Rep(zrt No/ 040002275481 Date of Analysis / 16.11.2023
Ananutryeckuil otuer Ne : JlaTta aHanu3za:

Date of Manufacture / 10/2023 Date of Expiry / 09/2028
Jarta npou3BOJCTBA : I"opmen jo :

Analysis performed according ND / Ananus nposesieH no HJI: TTN011252/02-150323

Ne Test / Iloka3zaTean

Results / Pe3yasTaThbl

Specification / Hopma

1 |Description / Onucanue

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

score-line on one side and
characteristic odor. /
Kpyribie  NIOCKOLMINHAPHUYECKUE
TabJeTKH  PO30BOrO  I[BETa €

BKparuieHHsIMH, ¢ (ackoil U puckoH
Ha OJHOHM CTOpOHE, C XapaKTEPHbIM
3anaxom.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrsie TUTOCKOLMJIMHAPUYECKHE
tabeTku PO30BOTO BETA c
BKpaIJIeHHsIMH, ¢ (dackoli U puckod Ha
OJHOW  CTOpOHE, C  XapaKTepHBIM
3aMaxoMm.

2 |Identification /
IloptHHHOCTH

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  yAepKHBaHHS  OCHOBHBIX
MTUKOB Ha XpomaTorpamMmme
UCIBITYEMOr0  PacTBOpa  AOJDKHEI
COOTBETCTBOBATh BpeMeHaM
YIepXXUBaHUS MHKOB Ha
XpoMaTorpaMMme pacTBopa CTaHJapTHBIX
obpasuoB HOynpodeHa 1 napaweraMmosa
(pazmen «KonuuectseHHOE
OnpeaeNeHUe»).

Remarks : The Product conforms to ND/
Ipumeuanue: [IponykT coorseTcTBYeT TpeboBanusam H

Opinion : APPROVED
3axmwuenue: OJJIOBPEHO

Jara: 16.11.2023

Hara: 16.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: [TpoBepeno: Rama Kant \PJ Onobpeno: Menemkep / PykoBoauTtens
Pravesh Rana 4 Z -~~~ | Manoj Kumar hwu
Reprint Date: Reprint Date: Reprint Date:

Jata: 16.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85155AP1984PLC0O04507
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yknun IOuuop”, Tabnetku aucneprupyemsle [as aerei], 100 mr + 125 mr

Batch No / V2302182 Batch Quantlty'/ 547.100 kg
Cepus Ne Pasmep cepun :

Analytical Repc:rt No/ 040002275481 Date of Analysis / 16.11.2023
Ananutideckuid otyet No ; Jlata ananusa:

Date of Manufacture / 10/2023 Date of Expiry / 09/2028
Jlata npou3BOACTBA : ["ozen 1o :

Analysis performed according ND / Ananu3 nposenex no H/I: I1N011252/02-150323

Ne Test / Iloxa3zaTeanb

Results / Pe3yabTaThl

Specification / Hopma

3 |Average weight of tablets /

Cpennsisa macca TabJIeTOK

363.5 mg/ 363.5 mr

Complies/CooTBETCTBYET

357.7 mg to 372.3 mg
(365.0 mg +2.0 %). /
Ot 357,7 Mr jio 372,3 Mr
(365,0 mr + 2,0 %)

4 | Disintegration / 00 min 22 sec/ 00 muu 22 cek | Not more than 3 min /
Pacnapgaemocts He 6onee 3 muH
5 |Dissolution / PacTBopeHue 97 % to 101 % Not less than 70 % (Q) of Ci3His0s
(ibuprofen) after 30 min / He wmenee
70 % Q) Ci3HisO
(ubynpoden) yepes 30 MuH
94 % to 98 % Not less than 70 % (Q) of CsHoNO;
(paracetamol) after 30 min / He meHee
70 % Q CsHoNO;
(nmapauetamonn) uepes 30 MuH
6 | Dispersibility / Complies / CooTBeTCTBYET Uniform suspension passing through the
JducnepcHocTh 710 um sieve is formed / O6pazyercs

OJTHOPOZIHASL CYCNEH3UA, MPOXOoJsllas
yepe3 CUTO C pa3MepoM OTBEpCTHH
710 MKM

Remarks : The Product conforms

IIpnmeuanue: ITpoaykt cooTBeTcTBYET TpeboBanuaM HJI

to ND/

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosneHo:
Pravesh Rana

Checked by /
[IpoBepeno: Rama Kant

b

Approved by: Manager/Executive /

Onobpeno: Menemxep / Zxosomn‘enb

Manoj Kumar

Reprint Date:
Hara: 16.11.2023

Reprint Date:
Jlata: 16.11.2023

Reprint Date:
Jara: 16.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxnun FOHHOp”, Tabnetku gucneprupyemsie [ans aerei], 100 Mo+ 125 Mr

(Bjatch No / V2302182 Batch Quantlty'f 547.100 kg
epust Ne : Pasmep cepuu :

Analytical Repgrt No/ 040002275481 Date of Analysis / 16.11.2023
AnanuTudeckuid otyet No : JlaTa aHanuza:

Date of Manufacture / 10/2023 Date of Expiry / 09/2028
Jata npon3BoJCTRa ! I"oneH no :

Analysis performed according ND / Ananus nposenen no HII: ITN011252/02-150323

7 |Related substances / PoacTBeHHbIe IpuMecH
'Method 1/ Merox 1 0.0001% 4-aminophenol (paracetamol impurity) -
4-Aminophenol content / not more than 0.005 %
Omnpenenexue copepxaHus 4-amuHOpeHON (mpumech
4-amuHO(EeHOA napaueramona) - He 6osee 0,005 %
Method 2 / Meton 2 0.08% Any individual unidentified impurity of
Ibuprofen and Paracetamol ibuprofen or paracetamol - not more than
unidentified impurities / 0.2%
Onpenenenue EnuHndHast — HewJeHTH(HLUUPOBAHHAS
HeuAeHTUGULUPOBAHHBIX IPHMEChH ubynpogena W
npumeceil u6ynpodeHa u napaeTamona - e 6omnee 0,2 %
napateTamosna
Total impurities (Method 0.08% Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma
npumeceii (Merton 1 +
Meron 2)

8 |Microbial limits* / MukpoOnosioruueckast 4HcToTa™
a) Total aerobic microbial NA Not more than 10° CFU/g /
count / O61ee YuciIo He 6onee 10° KOE/r
a3poOHBIX
MUKPOOPraH13MOB

Remarks : The Product conforms to ND/
IIpumeuanne: [TpoaykT cooTBEeTCTBYET TpeboBaHusM HJJ

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by /
ITonrorosneHo;
Pravesh Rana

‘

Checked by /
IIpoBepeno: Rama Kant

Approved by: Manager/Executive /

| Onobpeno: Menemkep / PykoBpanTens
Manoj Kumar d .23 !E!é

Reprint Date:
Jata: 16.11.2023

Reprint Date:
Jara: 16.11.2023

Reprint Date:
Hara: 16.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India
Tel: +91 40 430C 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
U6ykann IOnuop”, Tabnetky aucneprupyemsle [ais aereii], 100 mr + 125 mr
Iéatch No / V2302182 Batch Quantlty./ 547.100 kg
epus Ne : Pasmep cepun :
Analytical Rep(irt No/ 040002275481 Date of Analy.sw / 16.11.2023
AHanuTH4ecKui otyeT No : JlaTa aHanu3a:
Date of Manufacture / 10/2023 Date of E)fpll'yf 09/2028
JlaTa mpou3BoACTBA : Foznen no:
Analysis performed according ND / Ananu3s nposeaen no HJ/I: [T N011252/02-150323
b) Total combined yeasts NA Not more than 10* CFU/g /
and mould count / Ob1uee He 6onee 10> KOE/r

YUCJIO OPOMOKEBBIX U
IJICCHEBBIX I‘pI/I6OB

¢) E. coli NA Shall be absentin 1 g/
OtrcytctBUE B 1 T

9 | Uniformity of dosage units / OmIHOpPOAHOCTH T03HPOBAHHUS

Ibuprofen / U6ynpoden 1.5 The acceptance value (AV) should be not
more than 150 / Ilokasarens
npuemieMoctd (AV) nomkeH ObITb He
bonee 15,0

Paracetamol / [Tapaneramon 1.9 The acceptance value (AV) should be not

more than 15.0 / TIlokasarens

npueMieMocTd (AV) nomxeH ObITh HE
6ouee 15,0

10 | Assay / KoauyecTBeHHOE 98.3 mg/98.3 mr 90.0mg to 110.0mg of C;3Hi302
onpeaeJieHne (ibuprofen) per tablet / Ot 90,0 Mr mo
110,0 mr  Ci3Hi30; (ubynpoden) B
Tabnerke

122.0 mg/ 122.0 Mr 1125mg to 137.5mg of CsHoNO;
(paracetamol) per tablet / Ot 112,5 Mr a0
137,5mMr CgHoNO, (napaueramon) B

TabneTke
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [IponykT coorBeTcTBYET TpeboBaHuaM HJI 3axawuyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: ' ITpoeepeHo: Rama Kant L}J\ﬁ—\ Onobpeno: Menemkep / PykoBgauTels
Pravesh Rana Manoj Kumar f Luﬁﬁ
Reprint Date: Reprint Date: Reprint Date:
JaTta: 16.11.2023 Jarta: 16.11.2023 Jlara: 16.11.2023
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

U6yxknun IOHPIO_p('O, TabneTku aucneprupyemsle [ans aereii], 100 mr + 125 mr

gatch No / V2302182 Batch Quantlty'/ 547.100 kg
epys Ne Pasmep cepuu :

Analytical Repgrt No/ 040002275481 Date of Analysis / 16.11.2023

AHanuThieckuil ordeT Ne : Harta ananu3za:

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

Jlata npou3BOACTBA : l'oneH po :

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

10 tablets in PVC/Al blister. 2 blisters
and patient information leaflet in a
carton. / ITo 10 Tabnerok B 61HcTep
u3 [IBX/AL. o 2 6nucrepa BMecTe ¢
UHCTPYKLIMEN MO TNPUMEHEHUIO B
nayky KapTOHHYIO.

10 tablets in PVC/ALl blister. 1, 2 or 20
blisters and patient information leaflet in
a carton. / [To 10 Tabnerok B 6nucrep u3
[MBX/Al Ilo 1, 2 unu 20 Gmmcrepos
BMECTE C MHCTPYKIUEH 0 NPUMEHEHHIO
B Ma4Ky KapTOHHYIO.

According to ND. / B cootBerctBuu ¢ H/I.

25 °C.

In the original packaging (blister in carton) at temperature below 25 °C. /
B opuruHanbsHO# yrnakoBke (GNUcCTep B Mayke) IpyU TEMIEpATYpe HE BBILLE

11 |Package / YmaxkoBka
12 |Labeling / MapkupoBka
13 Storage conditions /
Xpanenue
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. / UcnibiTaHHE NPOBOAUTCS TOJbKO JJIs Kaxaoi 20-i cepuu uiIu sl OQHOl cepuu B
rofl, B 3aBUCHMOCTH OT TOI0, YTO HACTYNUT paHee. [loka3ate/ib MOXKET OTCYTCTBOBATh B CePTHPHKATE aHAJIH3A.

Remarks : The Product conforms to ND/
IIpumeyanne: [IpoaykT cooTBeTcTBYET TpeboBaHusm HJJ

Opinion : APPROVED
Saxiawuenue: OJIOBPEHO

Hara: 16.11.2023

Hara: 16.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: [Iposepeno: Rama Kant wj\ﬁ* Onobpeno: Meremxkep / PykoBoairens
Pravesh Rana (@U‘L\/ Manoj Kumar ‘é é'“’ﬁ

‘ : gt
Reprint Date: Reprint Date: Reprint Date:

Hara: 16.11.2023
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykmun [OuuMop”, Tabnetku gucneprupyemsie [ans nerei], 100 mr + 125 mMr

Batch No{ V2302182 Batch Quantxty.f 547.100 kg
Cepus Ne : Pasmep cepunu :

Analytical Repcirt No/ 040002275481 Date of Analysis / 16.11.2023
AHanutnueckuil otdyer Ne ; Hata aHanuza:

Date of Manufacture-/ 10/2023 Date of E)%plry/ 09/2028
JlaTta npousBozacTsa : [ConeH no :

Analysis performed according ND / Ananu3 nposejed no HJI: TTN011252/02-150323

API name (INN) /
Hanvenosanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Taparietamon
API manufacturer batch number / PIBM230355 APAPE2023060684
Howmep cepuu npoussoaurens ADPC:
FP Manufacturer API Batch number /
Homep cepun cyG6cTaHIMu FEQA00449 FEQA00330
npoussoauTes I'JID:

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & country / Limited, India / Conapa Dxtus ['panynec Uuaus Jta., Uuaus
Iponssoautens ADC, crpana: ®apma Caitencus Jlumuren, Uanus

Remarks : The Product conforms to ND/
IIpnmeuanne: [IpogykT cooTBeTcTBYET TpeboBanusM HJJ

Opinion : APPROVED
3akmoyenue: OJOBPEHO

Prepared by /
TToarorosneHo:
Pravesh Rana

£

Checked by /
[Iposepeno: Rama Kant

b

Approved by: Manager/Executive /
Onob6peno: Menemkep / PykoBoantens

Manoj Kumar
¢

Reprint Date:
Hara: 16.11.2023

Reprint Date:
Harta: 16.11.2023

Reprint Date:
Jlata: 16.11.2023
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