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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page 1 of 5/Ctp. 1435

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun I0anop®, TabseTkn aucneprupyemsie [aas aereii], 100 mr + 125 mr

Batch No / Cepnst Ne : V2200503

Batch Quantity / O6bem maptun : 547.500kg

Analytical Report No / AHaauTH4ecKkHii oT4eT Ne : Date of Analysis / /lata ananmu3za: 13.04.2022
890001585037

Date of Manufacture / JlaTa nponsBoactsa : Mar-2022 |Date of Expiry / Cpok roanocru : Feb-2027

Analysis performed according ND / Ananu3 nposeaen no H: [1N011252/02-041021

Ne  [Test/ Ilokasatenp _ Results / PesynsTaThl Specification / Hopma
1 Description / Onucanue Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line onwith impregnations and a score-line on
one side and characteristic odor. / one side and characteristic odor. /
Kpyrnete  maockoumsinsapuueckuellpyrnsle  INIOCKOUMIMHIPHYECKHE
TabneTku  pO30BOro  LBeTa  ¢rabJeTkW  pO30BOrO  lBeTa ¢
BKpaIIeHUAMH, ¢ hackoil 1 pucKoi HaBKparnIeHusMH, ¢ Gackod U PUCKOH Ha
OHOH CTOpPOHE,0IHON CTOpOHE,
C XapaKTepHbIM 3araxoM. C XapaKTepHbIM 3aIIaxOM.
2 Identification / |'Complies as prescribed/ The retention times of the main peaks
ITopnuHHOCTH CoOoTBETCTBYET 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 (section Assay). / Bpemena
VIepKHBaHHs OCHOBHBIX IMHKOB Ha
XpomaTorpamMMe HCIBITYEMOTO
[pacTBOpa OJDKHBI COOTBETCTBOBATH
BpeMeHaM YJep)KHBaHUS MHKOB Ha
XpomarorpaMMe pacTeopa
CTaHAapTHBIX 00pa3LoB H6ynpod3e1—1a|
0 napaneramona (paznen
n «l{onnTecTRENHOS ONPEICIEHHEY), |
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpnmeuanne: Ilponykr coorBercTByeT TpeboBanusam HI 3akmwuyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: ITpogepeHo: Onobpeno: Menemxep/
Naresh Kumar @/ Pardeep Kumar C‘L’“ Pyxosonutens } e =l
. Pavan Kumar Sharma /
Reprint Date: Reprint Date: Reprint Date:
Hata: 13.04.2022 Hara: 13.04.2022 Hara: 13.04.2022

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yknun IOHHop®, TabeTku qucneprupyemeie s aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200503

Batch Quantity / O6bem maptuu : 547.500kg

890001585037

Analytical Report No / AHanuTH4YecKHii oT4eT Ne :

Date of Analysis / Jlata ananusa: 13.04.2022

Date of Manufacture / laTta npoussoactsa : Mar-2022

Date of Expiry / Cpok rognocth : Feb-2027

Analysis performed according ND / Auanus nposenen mo HJI: TI N011252/02-041021

3 Averag_e weight of tablets /
Cpennsis Macca TabJleToK

364.5 mg/ 364.5 mMr

Complies/cOOTBETCTBYET

357.7 mg to 372.3 mg (365.0 mg +

2.0 %)./ Ot 357,7 mr oo 372,3 mr
(365,0 Mr £ 2,0 %)

4 Disintegration /
PacnafaemMocThb

00 min:27 Seconds/00 muH 27 Sec

Not more than 3 min /
He 6omnee 3 Mun

Test / Iloka3aTenanb

Results / PesyabTaTsl

Specification / Hopma

5 Dissolution /
PacTBopenne

99% to 104%

100% to 103%

Not less than 70% (Q) of C;3HsO2
( ibuprofen) after 30 min /

He wmenee 70 % (Q) CuiHiOs
(ndynpoden) qepes 30 MilH '
Not less than 70% (Q) of CiHoNO;
(paracetamol) after 30 min /

He wmenee 70 (Q) CsHsNO»
(napaueramon) 4epes 30 MiH

0/
R ]

Dispersibility /
{ncnepcHOCTD

Complies / CooTBETCTBYET

Uniform suspension passing through
the 710 um sieve is formed /
Obpa3yeTca ONHOPOAHAA CYCHEH3Ns,
MPOXO/sAIas Yepes CHTO C PasMepoM
orsepeTuii 710 MkM

Remarks : The Product conforms to ND/
ITpumeuanmne: IIponyxt cooTBeTcTBYeT TpeboBanrsm H/J

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
IToarotoBneHo:
Naresh Kumar

a3

Checked by /
ITpoeepeHo: "

Pardeep Kumar FBL’

Approved by: Manager/Executive /
OpobpeHo: Menemxep /()
PykoBoguTeb X -

Pavan Kumar Sharma-—

Reprint Date:
Hara: 13.04.2022

Reprint Date:
Harta: 13.04.2022

Reprint Date:
Hara:13.04.2022

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
HUo6ykann IOunop®, TabreTku aucneprupyemsble [ans aerei], 100 mr + 125 mr

Batch No / Cepus Ne : V2200503

Batch Quantity / O6bem naptun : 547.500kg

890001585037

'Analytical Report No / Ananuruyeckuii oryer Ne :

Date of Analysis / [laTa anann3a: 13.04.2022

Date of Manufacture / Jlata npousBoacTsa : Mar-2022

Date of Expiry / Cpok rognoctu : Feb-2027

Analysis performed according ND / Ananu3s nposegen mo HJI: TI N011252/02-041021

7 Related substances /
PopcTBeHHBIE IPHMECH

Method 1/ Meton 1 -
Determination of 4-Amino

' Phenol content / Onipenenenue
coZiepXKaHus COmepHaHHsl
4-amMmuHodeHoa

Method 2 / Meton 2 —
Determination of Ibuprofen

impurities / Onpenenenue
HEeMAEHTHOUUHPOBAHHBIX
mpumeceit nbynpodena u

maparieTamona

and Paracetamol unidentified |

T

0.0004%

BDL (Disregard limit 0.05%)

0.0004%

4-aminophenol (paracetamol impurity)

M-aMmuHOGEHON (npumech
mapaneraMmona) - not more than
0.005% / He 6osee 0,005 %

Any individual unidentified impurity,
of (ibuprofen or paracetamol) /
EavHuuHAas HEeUAEeHTHQULHUPOBaHHAS]
MpUMECh nbynpodena uny|
mapameramona -

not more than 0.2% / ne 6oxee 0,2%

|

[Total impurities (Method 1+Method 2)‘
V Cymma npumeceit (Metox 1 + MeToz[|
r’Z) - not more than 0.7% / He 6onee 0.7
(Yo

Ne  Test/ IlokasaTean

Results / Pe3yabTaThl

Specification / Hopma

8 Microbial limits /
MukpoOnoJjioruueckas
YHCTOTA

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

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

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/
IIpumeuanne: HpogykT cootseTcTBYeT TpeboBaHusM HJT

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Jlara: 13.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosnexo: IIposepeHo: Onobpeno: Menemxep / /) =
Naresh Kumar @/ Pardeep Kumar QL, PyKOBOIUTEND < Ew -

B Pavan Kumar Sharma_:/
Reprint Date: Reprint Date: Reprint Date:

Hara: 13.04.2022

Hata:13.04.2022

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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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNo6yxnnn FOuuop®, TabieTKu Aucneprupyemble [ais gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200503

Batch Quantity / O6bem naprun : 547.500kg

890001585037

Analytical Report No / AHanuTH4ecKkuii oTyeT N2 :

Date of Analysis / /laTa anann3za: 13.04.2022

Date of Manufacture / laTa npon3soacTna : Mar-2022

Date of Expiry / Cpok rognocts : Feb-2027

Analysis performed according ND / Anajus nposeaen mo H/I: TT NO1 1252/02-041021

a) Total aerobic microbial
count / Obmee yucno

- Paracetamol / napaiieramosn

A’pOOHBIX MUKPOOPTaHU3MOB Absent Shall be absent in 1g / OtcyTcTBHE B 1
r
Lb) Total combined yeasts and
mould count / Ob1ee yncio ‘
ITPOOKEBBIX U MIIECHEBBIX
rpu6oB
c) E. coli -
9 Uniformity of dosage units / IAcceptance value (AV) should be noﬁ
OaHopoaHOCTHL JO3UPOBAHHS 2.3 more than 15.0 / [Ilokazatens
npuemiaemocTit (AV) fomiken ObITh He
- Ibuprofen / ubynpoden oonee 15,0
IAcceptance value (AV) should be not
more than 15.0 / TlokasaTemns)
23 npuemiaemocTs (AV) nomkeH ObiTh HE

bonee 15,0

Ne Test / IlokazaTeb
10 Assay / KonnuecrBenHoe
onpeneienne

Results / PesybTath!

Specification / Hopma

99.9 mg /99.9 mr

125.3 mg/ 125.3 Mr

90.0 mg to 110.0 mg of C;3H50:
(ibuprofen) per tablet /

Or 9(),0 MT 110 110,0 MI C:}H |:<O:
(n6ynpoden) B Tabnerke

112.5 mg to 137.5 mg of CsHoNO;
(paracetamol) per tablet /

Or 112,5 mr go 137,5 mr CsHeNO»
(napaueramon) B TabieTke

Remarks : The Product conforms to ND/
Hpumeuanue: [IponykT cooTeeTcTBYET TpeboBanusiM HJJ

Opinion : APPROVED
Zaxnoyenne: OAOBPEHO

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

[loarorosneHo: IIposepeno: Onobpeno: Menemxep / ) =

Naresh Kumar @/ Pardeep Kumar ’t’—_/ PykoBoaureb Ao~
e Pavan Kumar Sharma _ =

Repriul Dale: Reprint Dale: Reprint Date:

Jara: 13.04.2022 Hara: 13.04.2022 Hara:13.04.2022
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Page 50of 5/Ctp.5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxnun IOHHop®, TabsieTkn aucneprupyemsle [1as aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200503

Batch Quantity / O6bem maprum : 547.500kg

Analytical Report No / AHasuTHYecKHiT oT4eT Ne : Date of Analysis / [laTa anann3a: 13.04.2022
890001585037

Date of Manufacture / lata mpon3soactBa : Mar-2022 |Date of Expiry / Cpok roanocrn : Feb-2027

Analysis performed according ND / Anann3 npoeenen mo HJI: 11 N011252/02-041021

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 ablisters and patient information leaflet|
carton pack. / Ilo 10 Tabnerok B1Lm a carton pack. / I1o 10 tabnerok B
omctep uz [IBX/AL Ilo 2 Gnuctepadnucrep us [IBX/Al Ilo 1, 2 unu 20
BMECTE C  MHCTpYKLHeH noGNUCTEPOB BMECTE C HHCTPYKIIHEH 1Mo
; MPUMEHEHHIO B AUKY KapPTOHHYK.  [IpHMEHEHHIO B MAaYKy KapTOHHYIO.
12 Labeling / MapkupoBka /According to ND. / B coorBerctBun ¢ HJI.
13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.
XpaHeHHe
B opurnHaneHoit ynakoBke (6aucTep B nauke) Mpu TEMIEPATYPE HE BbILIE
25 °C.
14 Shelf life / Cpox rognocTu 5 years / 5 net
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IponykT cooTBeTcTBYeT TpeboBanusaM HJJ 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: IlpoBepeHo: Onobpeno: Menemxep/ //
Naresh Kumar éj/ Pardeep Kumar { PykoBomurens Cp—"
- Pavan Kumar Sharma =
Reprint Date: Reprint Date: Reprint Date:
Hara: 13.04.2022 Hara: 13.04.2022 Hara:13.04.2022
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