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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6 ykmuH IOuuop”, Tabnetky aucneprupyemsie [ust aeteil], 100 mr+ 125 mr

Batch No / V2301140 Batch Quantlty./ 543.84kg
Cepus Ne : Pa3smep cepun :

Analytical Repc:rt No/ 290001671827 Date of Analysis / 03.07.2023
AHnanutuuecknit otuet No JlaTa aHanu3za:

Date of Manufacture / Tun-2023 Date of Expiry / May-2028
JlaTa mpoM3BOJICTBA : ["ozeH jio :

Analysis performed according ND / Ananus nposezen no HJI: I1 N011252/02-150323

Ne | Test / IlokasaTenn

Results / Pe3yabTaTsl

1 |Description / Onucanue

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

score-line  on one side and
characteristic odor. /
Kpyrisle  MIOCKOLMIMHAPHUECKHE
TabreTkM  pO30BOTO  [(BeTa  C

BKpanjeHuamMu, ¢ (ackoid U puckol
Ha OJIHOIl CTOPOHE, C XapaKTEpHBIM
3anaxom.

Specification / Hopma

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

line on one side and characteristic odor./
Kpyrnsie TJIOCKOUMIMHAPUYECKHE
TabJIETKH pO30BOTO nBeTa c

BKparieHUsAMH, ¢ $ackoif U pHckok Ha
OZIHOW  CTOpPOHE, ¢  XapaKTepPHbIM
3aI1aXoM.

2 |Identification /
IHoAJIHHHOCTE

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
yIEpKUBAHWS OCHOBHBIX ITHKOB Ha
XpoMmarorpaMmme HCIIBITYEMOTO
pacTBopa JODKHBI  COOTBETCTBOBATH
BpEMEHAM YAEPXKUBaHWA ITHKOB Ha

XpoMarorpamme pactBopa
CTaHJAPTHBIX 00pa3uoB ubynpodeHa u
napauyeramorsnia (paznen

«KonuuecTBEHHOE ONPEICTIEHHE).

Remarks : The Product conforms to ND/
IMpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBaHusaM HJJ

Opinion : APPROVED
3akmouenne: OJJOGPEHO

Prepared by /
[ToAroToBIIEHO: 4
Pravesh Rana gf,

Checked by /
Iposepero: Pardeep Kumar r

P

Approved by: Manager/Executive /
OnobpeHo: Menenxep / PykoBoanTesb

Reprint Date:
Jara: 03.07.2023

Reprint Date:
Hara: 03.07.2023

Amit Kumar /5 ‘\\_../
Reprint Date:

Jara: 03.07.2023
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxnnH FOnuop”, Tabnerku qucneprupyemsie [ans nereii], 100 Mr + 125 mr
Batch No / V2301140 Batch Quantity / 543.84kg
Cepusg Ne : Pa3mep cepun :
Analytical Repcirt No/ 890001671827 Date of Analysis / 03.07.2023
AHanuTn4eckuii otyer Ne : Jlata ananuza:
Date of Manufacture / Tun-2023 Date of E)fplryf May-2028
Jara nponsBoacTaa : I'oneH fo :
Analysis performed according ND / Ananus nposeaen no HJI: ITN011252/02-150323
Ne | Test / IlokazaTenn . Results / Pe3yabTaTsi : Specification / Hopma
3 | Average weight of tablets / 362.2 mg/ 362.2 Mr 357.7 mgto 372.3 mg

(365.0 mg +£2.0 %). /
Ot 357,7 mr no 372,3 mr

Cpennsisi macca TabieTok .
pen Complies/CooTBeTcTBYET

(365,0 Mr 2,0 %)
4 | Disintegration / 00 min 29 sec / 00 mun 29 cek | Not more than 3 min /
Pacniapaemocthb He 6onee 3 mun
5 fDissqution / PacrBopenue I 101 % to 103 % Not less than 70 % (Q) of Cj3HisO2
J(ibuprofen) after 30 min / He MmeHee
[70 % Q Ci3Hi50
(ubynpoden) uepes 30 MuH [
100 % to 103 % Not less than 70 % (Q) of CsHoNO»
(paracetamol) after 30 min / He MeHee
70 % Q) CsHoNO;
(napauetamon) yepe3 30 MuH
6 |Dispersibility / Complies / CooTeTcTBYET Uniform suspension passing through the
JAucnepcHocTh 710 pm sieve is formed / O6pasyercs

OAHOpOAHasA CYCIICH3UA, NOpoXxoasias
4€pe3 CUTO C pasMepoM OTBepCTHﬁ

710 Mmxm

] | Related substances / PogcTBeHHbIE TpHMecH
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [IponyKT cooTBeTCTBYET TpeboBanusM HJI 3axaroyenue: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToproroBneHo: / [TpoBepeno: Pardeep Kumar Opnobpeno: Menemkep / Pykopoautens
Pravesh Rana é Amit Kumar h -‘\//
Reprint Date: Reprint Date: Reprint Date: : a
JHara: 03.07.2023 Hara: 03.07.2023 Hara: 03.07.2023

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
W6y ki [0unop”, Tabnetkn gucneprupyemsle [uis aeteit], 100 mr + 125 mr
BatchNo / Batch Quantity /
CepHa Ne : V2301140 Pazmep cepuu : 543.84kg
Analytical Rep?rt No/ 890001671827 Date of Analysis / 03.07.2023
Anautndeckuii otyer Ne ; Jlata aHanu3a:
Date of Manufacture / Tun-2023 Date of Expiry / May-2028
JaTanpousBoACTBa : Iogen po :
Analysis performed according ND / Ananus nposezes o HJI: T NO11252/02-150323
No Test / IlokazaTenn Results / PesyabTaTsl Specification / Hopma
Method 1/ Merog 1 0.0001% 4-aminophenol (paracetamol impurity) -
'4-Aminophenol content / not more than 0.005 %
Onpepenenye cogepxaHus 4-amuHObeHON (mpumecs
4-amuHOdeHONa napaueramoa) - He donee 0,005 %
Method 2 / Meton 2 0.09% Any individual unidentified impurity of
Ibuprofen and Paracetamol ibuprofen or paracetamol - not more
lunidentified impurities / 'than 0.2 %
Onpenenenue Enunuunas  HewpeHTUOHUMPOBAHHAS
HeUJeHTUDHULIHPOBAHHBIX npuMech ubynpodeHa Wi
npumeceit n6ynpodena u napaueramosia - He onee 0,2 %
napaneramosia 0.09% -
Total impurities (Method Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma
npumeceit (Meron 1 +
Metop 2)
& |Microbial limits* / MukpoOHoJoruyeckast Yucrora*
a) Total aerobic microbial Less than 100 CFU/g/ | Not more than 10° CFU/g /
count / Ob1uee ymcio Menee 100 KOE/r He 6onee 10° KOE/r
a’poOHBIX
MUKpPOOPTaHH3MOB
b) Total combined yeasts Less than 100 CFU/g / Not more than 10° CFU/g /
and mould count / O61uee Menee 100 KOE/r He 6onee 10* KOE/r
YUCJIO APOMIOKEBBIX U ’

Remarks : The Product conforms

IIpumedanne: [Iponykt cootBeTcTBYET TpeboBanusam HJJ

to ND/

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by /
Iloarorosaexo:
Pravesh Rana

/

Checked by /
IlpoBepeno: Pardeep Kumar

= —

Approved by: Manager/Executive /
Onobpeno: Menengep / PykoBoauTtens

Amit Kumar y

Reprint Date:
Hata: 03.07.2023

Reprint Date:
Hara: 03.07.2023

Reprint Date:
Jata: 03.07.2023
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6yknun FOunop”, Tabnetku aucneprupyempie [ans aeteii], 100 Mr + 125 mr

Batch No / V2301140 Batch Quantity / 543.84kg
Cepust Ne : Pasmep cepun :

Analytical Rep(irt No/ 290001671827 Date of Analysis / 03.07.2023
Ananutudeckuit oruer No : JlaTta aHanuza:

Date of Manufacture-/ Tun-2023 Date of Expiry / May-2028
Jlata npousBojcTea : [onex 1o :

Analysis performed according ND / Ananu3z npogenen nmo HJ{: I N011252/02-150323

| Ne Test / Iloka3aTennb

Results / Pe3yabTaTbl

IMJIECHEBBIX FpH6OB

Specification / Hopma

¢) E. coli

Absentin 1 g/
OtcyrctByeTB 1

Shall be absentin 1 g/
OtcytcTBHE B 1 T

9 | Uniformity of dosage units /

OpHopoaHOCTH T03HPOBAHUS

Ibuprofen / Mdynpoden

1.8

Paracetamol / [Tapanieramon

1.7

‘The acceptance value (AV) should be
not more than 15.0 / [lokasatens
npuemieMocTd (AV) nojokeH ObITh HE
ooee 15,0

The acceptance value (AV) should be
not more than 15.0 / I[loka3arens
npuemnaemoctd (AV) nomxeH ObITH He
bonee 15,0

10 | Assay / KosmuecTBeHHOE

ompejeeHue

99.3 mg/ 99.3 mMr

123.0 mg/ 123.0 Mr

90.0mg to 110.0mg of Ci3HisO:|
(ibuprofen) per tablet / Ot 90,0 Mmr mo
110,0 mr Ci3HisO» (ubynpoden) B
Tabnetke

1125mg to 137.5mg of CsHyoNO,
(paracetamol) per tablet / Ot 112,5 Mr
no 137,5 mr CsHoNO, (napaneramon) B
TabneTke

11 |Package / YnakoBka

10 tablets

in PVC/Al blister.

2

10 tablets in PVC/Al blister. 1, 2 or 20

Remarks : The Product conforms to ND/

IHpumevanne: IIponykr cooTBeTcTBYET TpeboBanusm H]I

Opinion : APPROVED
3aknwyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[NoxrorosneHo: é/ ITposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoauTenb
Pravesh Rana Amit Kumar N

= )

Reprint Date:
JHara: 03.07.2023

Reprint Date:
Hara: 03.07.2023

Reprint Date:
Hata: 03.07.2023
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yknus KOnuop”, Tabnetkyn pucneprupyemsle [ aerei], 100 Mr + 125 mr
Batch No / V2301140 Batch Quantlty'/ 543.84kg
Cepus Ne : Pa3smep cepun :
Analytical Rep(irt No/ . 800001671827 Date ofAnaIy.sm / 03.07.2023
Awanuthyeckuii otyer Ne : Jlata aHajiuza:
Date of Manufacture / Tun-2023 Date of Expiry/ May-2028
JlaTa npon3BOJCTBRA ! ["onen 1o :
Analysis performed according ND / Ananus nposenen no HJI: [TN011252/02-150323
No Test / IlokazaTesb ] Results / Pe3yabTaThl Specification / Hopma

|
' 'blisters and patient information |blisters and patient information leaflet
| |leaﬂet in a carton. / ITo 10 Tabnetox |in a carton. / ITo 10 Tabnetok B 6mcTep
! B omactep u3 IIBX/Al Ilo 2 |u3 [IBX/AL Ilo 1, 2 nuu 20 6auctepos

‘OnucTepa BMECTE ¢ HHCTPYKLMEH MO | BMeCTe c MHCTpYyKLHeH 1o
| |HpHMeHeHHl0 B AYKY KaPTOHHYIO. | IPUMEHEHHUIO B M1a4Ky KapTOHHYIO.

12 iLabeling / MapkupoBKa jAccording to ND. / B cootBerctBuu ¢ HJI.

13 [Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
|XpaHeHne B opuruHaibHOl ynakoBke (OJHMCTep B avke) MPH TEMIEPATYPe HE BHIIIE
25 °C.

14 iShelf life / Cpok rognoctH |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 TOJBLKO NJIsI Kax Aol 20-if cepuM WM Jas1 OAHOI
CepUM B rojl, B 3aBHCHMOCTH OT TOI0, YTO HACTYIHT paHee. Iloka3aTejb MOXKeT OTCYTCTBOBaThH B cepTHUKAaTE
aHAJH3A.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr coorBercTByeT Tpeboranusm HJI 3akmawdenne: OJJOGPEHO

Prepared by / ) Checked by / Approved by: Manager/Executive /
INoarorosnexo: ; ITposepeno: Pardeep Kumar Onobpeno: Menemkep / PykoBonutens
Pravesh Rana CJT Amit Kumar Ae".\//
Reprint Date: Reprint Date: Reprint Date: '

Hara: 03.07.2023 Hara: 03.07.2023 JHara: 03.07.2023
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

WU6ykann YOHuop”, TabneTky aucneprupyemslie [as aeteii], 100 mr + 125 mr

Batch No/ V2301140 Batch Quantity / 543.84kg
Cepust Ne : Pasmep cepun :

Analytical Repcirt No/ 890001671827 Date of Analysis / 03.07.2023
Ananutndeckuii oruet No : JlaTa aHanu3a:

Date of Manufacture / Tun-2023 Date of E)fplry/ May-2028
Jlata mpou3BOJCTBA : I'ozen no :

Analysis performed according ND / Ananus nposeaex no HJI: TI N011252/02-150323

API name (INN) /

Hanmenosanne ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number / PIBM230100 1598/22-23

Homep cepun npoussoaurens APC:

FP Manufacturer API Batch number /
Homep cepun cy6cTaHIun FEQA00184 FEQAO00166
npouspoautes I'JIdD:

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
Limited, India / Conapa DxTuB India / pu Kpuina
®apwma Caiterncus Jlumuten, Muaus | ®apmacetotukans Jita., Ungus

API Manufactured by & country /
IIpouzsoauress ADC, cTpaHa:

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [Ipoaykt cootBercTByeT Tpeboanusm HJ{ 3axmoyenne: O/IOGPEHO

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

[ToarotrosneHo: p/ [TpoBepeno: Pardeep Kumar Onobpeno: Menemkep / PykoBoanuTes
2 : i - 2

Pravesh Rana . Amit Kumar ‘ y

Reprint Date: Reprint Date: Reprint Date:

Hara: 03.07.2023 Hata: 03.07.2023 Hara: 03.07.2023

Registered Uttice: 8-2-33/, Koad 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




