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CEPTUO®UKAT AHAJIU3A
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6ykann IOunop®, Tabaerkn Jucneprupyemsle [aa gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200701

Batch Quantity / O6bem naptun : 547.500kg

89000159202

Analytical Report No / AnannTH4ecknii oTuer Ne :

Date of Analysis / Jlata anamm3a: 25.05.2022

Date of Manufacture / lata npon3Bogctsa : Apr-2022

Date of Expiry

/ Cpok rognoctd : Mar-2027

Analysis performed according ND / Ananus nposenen no HJI: T1N011252/02-041021

Results / Pe3yabTaThl

Specification / Hopma

_Ng Test / Ioka3aTennb
1 escription / Onucanne

Pink flat-faced beveled-edge fablets
with impregnations and a score-line on
one side and characteristic odor. /

Kpyrnele — TUIOCKOLIMIMHIPHYECKHE
tabneTku  po30BOrO0  UBeTa ¢
BKparieHisaMH, ¢ packol 1 pUCKOH Ha
OJTHOHU CTOPOHE,

C XapaKTEPHLIM 3al1axXOM.

Pink flat-faced beveled-edge tablets
with impregnations and a score-line on
lone side and characteristic odor. /

Kpyrisle  MIOCKOUMIMHIPHYECKHE
TaOJjieTkl  po30BOro  LBeTa  C
BKparuieHusMH, ¢ dbackoll ¥ puckoil Ha
01HOIi CTOPOHE,

C XapaKTCpHbIM 3allaXoM.

2 Tdentification /
TToaJHHHOCTh

Complies as prescribed/
CooTBeTCTBYET

I‘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
ichromatogram of ibuprofen and
paracetamol  reference  standards
solution (section Assay). / BpemeHa
V/Iep/KHBAHIIA OCHOBHBIX TUKOB Ha
XpomarorpaMmme HCITBITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBAThH
BpeMeHaM yIEepXMBaHHMS IHMKOB Ha
XpoMaTtorpaMmMe pacTeopa

cTaHaapTHRIX 06pa3LoB HOynpoden:
i napaieramorna

(pazaen
«KonnyecTBeHHOE ONpeieNieHHen). |

Remarks : The Product conforms to ND/
ITpumeuanne: [Iponykt cooreTcTBYET TpeboBanusm HI

Opinion : APPROVED
Zakmwouyenue: OXOBPEHO

Prepared by / Checked by / ) Approved by: Managetr/Executive /
[lonrorosneHo: IIpoBepeHo: ( Onobpeno: Menemxep // =
Ankit C; Pravesh Rana Vil PyKOBOIUTEIb al——ro

b . Pavan Kumar Sharma-V
Reprint Date: Reprint Date: Reprint Date:
Hata: 25.05.2022 Hata: 25.05.2022 Hara:25.05.2022

Registered Oftice: 8 2 33/, Road No. 3, Banjara Hills, Hyderabyad - 50nN34, Telangdud, hdia
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
H6yknun IOunop®, Ta6/1eTKM Jucneprupyemble [mis aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200701

Batch Quantity / O6bem maptuu : 547.500kg

89000159202

Analytical Report No / AnanmuTu4yeckuii oryer Ne :

Date of Analysis / lata ananm3za: 25.05.2022

Date of Manufacture / laTta npouspojacTsa : Apr-2022

Date of Expiry / Cpok rogsnoctu : Mar-2027

Analysis performed according ND / Auaan3 nposeaen mo HJI: TIN011252/02-041021

3 IAverage weight of tablets /
' Cpenansist Macca Tab/1eToK

366.7 mg/ 366.7 mr

Complies/cOOTBETCTBYET

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

00 min:39 Seconds/00 mun 39Sec

Not more than 3 min /
He 6onee 3 MuH

Results / Pe3yabTaTsl

Specification / Hopma

4 .:Disintegration /
| PacnagaemocThb -
Ne Test / Iloka3aTeab
S Dissolution /
PacTBOpenne

96% to 99%

96% to 98%

Not less than 70% (Q) of Ci3HizOs
(ibuprofen) after 30 min /

He menee 70 % (Q) CisHizOs
(ubympoden) uepes 30 mun

Not less than 70% (Q) of CsHoNO;
(paracetamol) after 30 min /

He wmenee 70 % (Q) CgHoNO,
(mapaueramon) yepes 30 MUH

6 Dispersibility /
JucnepcHocTb

Complies / CooTBETCTBYeT

Uniform suspension passing through
the 710 um sieve is formed
Obpazyercs OAHOPOAHAs CYCTIEH3MHA,
poxoasiuas 4epes3 CUTO C pasMeEpPOM
otsepcTHii 710 MKkMm

Remarks : The Product conforms to ND/
ITpumeuanue: [Tpoxykr cooTBeTCTBYET TpeboBaHMaM HJI

Opinion : APPROVED
Zakmouenue: OJOBPEHO

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

[ToAroToBIEHO: IIpoepeHo: ( Onobpeno: Menemxep / |/ .

Ankit Pravesh Rana 1A Pyxosonutens & fiw_ji-'-j: -
= r Pavan Kumar Sharma=—"___

Reprint Date: Reprint Date: Reprint Date:

Hata: 25.05.2022 Hara: 25.05.2022 JlaTa:25.05.2022

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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www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
No6yxnnn IOsuop®, TabaeTkn qucneprupyemsle [ais aeteii], 100 mr + 125 mr

Batch No / Cepusa Ne : V2200701

Batch Quantity / O6bem naptun : 547.500kg

89000159202

Analytical Report No / AHanmuTHYecKui oTyer Ne :

Date of Analysis / {aTa anaan3a: 25.05.2022

Date of Manufacture / JlaTa npon3eoacrsa : Apr-2022

Date of Expiry / Cpok rognoctu : Mar-2027

Analysis performed according ND / Anaau3 nposeges no HJI: IIN011252/02-041021

7 Related substances /
PogcTBeHHBIE IPHMECH

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / OnpenencHue
COZIEpKAHKSI COJIEPXKaHM S

| 4-amMmuHodeHona

Method 2 / MeTon 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenenue
!lHeI/IILeHTI/I(bI/ILLI/IpOBaHHI;IX
mpuMeceit u6ynpodena u
[mapaueramorna

0.0001%

0.07%

0.07%

’4-aminophenol (paracetamol impurity)
4

’4—aMHHO¢)eHOJ'[ (mpumecks|
mapaneramona) - not more than
0.005% / ve 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol)
Envnnubas HeuJeHTHPULMpPOBaHHAs
npuMech nbynpodena unu
napaleraMora -

not more than 0.2% / He 6onee 0,2%

Total impurities (Method 1+Method 2)

Cymma mpumeceit (Meron 1 +Meton
2) - not more than 0.7% / He 6onee 0.7
%

Ne  [Test/ Tlokasateinnb

Results / Pe3yjbTaThl

8 Microbial limits /
HKpoOHOJOrHIecKast
YHCTOTA

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

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

-_Speciﬁcation_ / Hopma

|

[Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Remarks : The Product conforms to ND/
Ipumeuanue: [TporykT cooTBeTcTBYET TpeboBaHusaM H/I

Opinion : APPROVED
3axmouenue: OJOBPEHO

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

TloarorosneHo: [TpoBepeHo: ( Onobpeno: Menemxep / r' J

Ankit : 5 Pravesh Rana { PyxoBonutenn g ——
(P Pavan Kumar Sharma //

Reprint Date: Reprint Date: Reprint Date:

Hara; 25.05.2022 Hara; 25.05.2022 Hara:25.05.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5uuus4, Telangand, Indld
Tel: +91 40 4500 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
HU6yxnun YOunop®, Tabaerku qucneprupyemsle [ aerei], 100 mr + 125 mr

Batch No / Cepusi Ne : V2200701

Batch Quantity / O6bem napruu : 547.500kg

89000159202

Analytical Report No / AnanuTHuecknii oTdeT Ne :

Date of Analysis / laTa ananuza: 25.05.2022

Date of Manufacture / laTa npousBogcTsa : Apr-2022

Date of Expiry / Cpok roanoctu : Mar-2027

Analysis performed according ND / Ananu3 npoBenen mo HJI: TT N011252/02-041021

I ) Total aerobic microbial
count / Ob1uee 4UCno
a5pOOGHBIX MUKPOOPTraHU3MOB

b) Total combined yeasts and
mould count / O6uiee yucno
IPOMOKEBBIX M [JIECHEBBIX
rpuboB

©) E. coli

Absent

9 Uniformity of dosage units / |
OHOPOAHOCTDL 103MPOBAHHUS

- [buprofen / ubynpocden

- Paracetamol / mapaneramol

2.2

2.6

Ne Test / IlokazaTeab

10 Assay / KonuuecTBeHHOE
onpeaeNeHne

|
|
1

Results / PesyabTaThl

Shall be absent in 1g/ OtcyTcTBHE B 1
r

Acceptance value (AV) should be not
more than 15.0 / Iloka3arenn
npuemieMoctd (AV) nomxeH ObITh HE
Gosee 15,0

/Acceptance value (AV) should be not
more than 15.0 / Ilokasarenn
npuemnemMocTd (AV) 1oJbkeH OBITh HE
oosaee 15,0

100.5 mg /100.5 mr

123.4 mg/ 123.4 mMr

Specification / Hopma

90.0 mg to 110.0 mg of C13H 130,
(ibuprofen) per tablet /

Ot 90,0 Mt 10 110,0 Mr C13H 130
(ubynpoden) B Tabnerke

112.5 mg to 137.5 mg of CsgHyNO>
(paracetamol) per tablet /

Ot 112,5 mr go 137,5 mr CsgHoNO»
(maparieramon) B TabyeTke

Remarks : The Product conforms to ND/
Ipumeuanue: [IponykT cooTBeTCTBYET TpeboBanusam HJ/T

Opinion : APPROVED
3akaouenue: OJJOBPEHO

Hara: 25.05.2022

Hara: 25.05.2022

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

IMoarotosneHo: IIposepeno: . Onobpeno: Menemxep / /.;",'

Ankit ﬁ Pravesh Rana — PykoBoauTENb Q—~—=
f”/ Pavan Kumar Sharma L,,//F

Reprint Date: Reprint Date: Reprint Date:

Hara:25.05.2022

Registered Oftice: 8-2-337, Road No. 3, Batjara Hills, Hyderabsad - Sooasd, Telangand, hulid
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0D4507
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUOHKAT AHAJIN3A
Page 5of 5/ Cr1p. 51n3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxiun YOHuop®, TabeTkn gucneprupyemsole [aias aerveii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200701

Batch Quantity / O6bem naprum : 547.500kg

89000159202

Analytical Report No / AHanuTHYecKui oT4eT No @

Date of Analysis / JlaTta ananu3za: 25.05.2022

Date of Manufacture / /lata npouzBojacTsa : Apr-2022

Date of Expiry / Cpok rogaocTu : Mar-2027

Analysis performed according ND / Ananu3 nposesen mo HJI: ITN011252/02-041021

11 Package / Yniakoska

EO tablets in PVC/ALl blister. 2 blisters|10 tablets in PVC/Al blister. 1, 2 or 20
nd patient information leaflet in ablisters and patient information leaflet
carton pack. / Ilo 10 Ttabnerok Bin a carton pack. / Ilo 10 Tabnerok B
onncrep u3 [IBX/Al Tlo 2 Gmicrepadnuctep u3z IIBX/AL Ilo 1, 2 nmm 20
BMECTE c UHCTPYKLMER no0AMCcTEPOB BMECTE ¢ HHCTPYKIHUEH M0
IPHMEHEHHMIO B NIaYKy KAPTOHHYIO.  [PUMEHEHHIO B Na4Ky KapTOHHYIO.

:12 Labeling / MapkupoBka

According to ND. / B coorserctsuu ¢ HJI.

(13 Storage conditions /
i Xpanenue

In the original packaging (blister in carton pack) at temperature below 25°C.

B opurunanbHoii ynakoske (61UcTep B Mauke) Npy TEMIEPATYPE HE BBILUE
25,

114 Shelf life / Cpox rogsocTa

5 years / 5 net

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanune: [Iponykr cooreTcTBYeT TpeboBanusm HJT 3akmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager!Exgculi ve/

IloarorosneHo: IIpoBepeHo: Onobpeno: Menemxep / |

Ankit CE Pravesh Rana /é PyKoBOIMTENb “:’_”;::ﬂ____
— Pavan Kumar Sharma <

Reprint Date: Reprint Date: ' Reprint Date:

JHara: 25.05.2022 Jlara: 25.05.2022 Jara:25.05.2022

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