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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

Page 1 of 5/Ctp.1u35

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun IOuuop®, Tabierkn gucneprupyemble [ais aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200645

Batch Quantity / O6bem naptuu : 547.500kg

890001584384

Analytical Report No / AHanuTH4Yeckuii oTyer No : Date of Analysis / /lata ananu3a: 11.04.2022

Date of Manufacture / Jlata nponssogcTBa : Mar-2022 |Date of Expiry / Cpok roguoctu : Feb-2027

Analysis performed according ND / Anaaus nposegen mo HJI: [T N011252/02-041021

Ne  Test / Iloka3zaTenn Results / Pe3yanTaThl  Specification / Hopma |
1 Description / Onucanne 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. / [
| Kpyrisie — mnockouunuuapuyeckueKpyrasie  MJIOCKOUWJIHHAPHYECKHE
Iﬁ rabnerkd  po3oBOro  IBeTa  CrabneTkH  po30BOTO  LBeTa ¢
BKpanieHuaMH, ¢ Gackoi 1 prucKol HaBKpanneHnaMn, ¢ (packoii i PHCKOil Ha
0HOI CTOPOHE,0AHOI CTOPOHE,
» | € XapakTepHbIM 3aaxoM. C XapaKTepHbIM 3anaxoM.
2 Identification / Complies as prescribed/ The retention times of the main peaks
ToATHHHOCTE COOTBETCTBYET on the chromatogram of the test
solution should correspond to the
| retention times of the peaks on the
I chromatogram of ibuprofen and
paracetamol  reference  standards
solution (section Assay). / Bpemena
VACPKHBAHISA OCHOBHBIX [HMKOB Ha
Xpomarorpamme HCIBITYEMOTO
pacTBOpa JIOJKHbI COOTBETCTBOBATH,
BpeMeHaM YyHepKHBaHMA [HKOB Ha
XpoMarorpamme pacTBopa
cranapTHeIX 00pasuos nOynpodena
H napateramona (paznen
«KonnvecTBeHHOE ONpejIeieHHE).
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumedanne: [IpoaykT coorBeTcTBYeT TpeboBanuam HJI 3axmovenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: IIposepeHo: OnoGpeno: Menemkep./y
Pardeep Kumar qﬁf—/ Himesh Kulgm’ﬁ)l/’—\_‘é' PykoBoauTenn b‘".ﬁ“‘}i"”
=" Manoj Kumar
Reprint Date: Reprint Datc: Reprint Date:
Jata: 11.04.2022 Jata: 11.04.2022 Jara:11.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Jel: +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
H6ykann FOHnop®, TabieTkn aucneprupyemsele [ais nereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2200645

Batch Quantity / O6bem napram : 547.500kg

890001584384

Analytical Report No / AHanuTnuecknii oTaer Ne :

Date of Analysis / IaTa anann3sa: 11.04.2022

Date of Manufacture / [laTa npouzBoacTBa : Mar-2022

Date of Expiry / Cpox roagsoctu : Feb-2027

Analysis performed according ND / Anasiu3 nposeaen no HJI: [T N011252/02-041021

3 /Average weight of tablets /
Cpeanss macca TabJIeTOK

366.0 mg/ 366.0 Mr

Complies/cooTBETCTBYET

357.7 mg to 372.3 mg (365.0 mg +
2.0 %). /Ot 357,7 mr 10 372,3 Mr
(365,0 Mr = 2,0 %)

4 Disintegration /
PacnanaemocTn

00 min:30 Seconds/00 muu 30 Sec

INot more than 3 min /
He 6onee 3 muH

No Test / Mlokazatens

5 Dissolution /
PacTBOpeHne

Results / Pe3yiabTaThl

Specification / Hopma

99% to 100%

98% to 101%

Not less than 70% (Q) of CisHs0;
(ibuprofen) after 30 min /

He w™enee 70 % (Q) CisHizOs
[(HGprOdpeH) yepe3 30 MUH

Not less than 70% (Q) of CsHyNO,
(paracetamol) after 30 min /

He wmenee 70 % (Q) CsHoNO:

(napaueramon) uepes 30 MiH l

6 Dispersibility /
JHcnepecHOCTh

Complies / CoOTBETCTBYET

Uniform suspension passing through!
the 710 pum sieve is formed /
Fﬁpa:symcsa OIHOPOOHAA CYCHEH3MS,
Npoxo/isiiias 4epe3 CUTO C pasMepom
L)Taepc*ruﬁ 710 MKkM

Remarks : The Product conforms to ND/
ITpumeuanue: ITpoaykT coorsercTByeT Tpebosanusm HJI

Opinion : APPROVED
Zakawuenue: OJOBPEHO

Hata: 11.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: [TposepeHo: = Onobpeno: Menegkep,/ 5
Pardeep Kumar « J__;-’ Himesh Klémar--_.__ ' — PykoBoauTtens Avrbe u.(

Manoj Kumar ——
Reprint Date: Reprint Datc: Reprint Date:

Jara: 11.04.2022

Harta:11.04.2022

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
HU6yxaun IOnuop®, Tabaerku qucneprupyemsbie [ aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200645

Batch Quantity / O6bem naptuu : 547.500kg

890001584384

Analytical Report No / AHannTayecknii oTyer Ne :

Date of Analysis / laTa ananusa: 11.04.2022

Date of Manufacture / Jlata npon3Boactsa : Mar-2022

Date of Expiry / Cpok roaHoctn : Feb-2027

Analysis performed according ND / Anasn3 nposenen mo HJI: TIN011252/02-041021

7 elated substances /
PoncrBeHHbIe IPHMECH

Method 1/ Meton 1 —
Determination of 4-Amino
[Phenol content / Onpenenenne
ComepKaHus COEPHKAHUS
4-amurodeHona

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / OnpeneneHne
HeueHTU(DUIIHPOBAHHBIX
nprMeceil nbymnpodeHa u
mapaleraMona

Test / IlokazaTelb

Results / Pe3yJIbTaThl

0.001%

0.001%

BDL (Disregard limit 0.05%)

4-aminophenol (paracetamol impurity)
/
4-aMUHOEHON (mpuMeck
mapaleramMona) - not more than
0.005% / ne 6o1ee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol)

EnuMHuYHas HEeHACHTUGULMPOBAHHAS
MpHUMECh ubynpodena iy
rapaneTaMona - I
not more than 0.2% / He 6onee 0,2% ‘

Total impurities (Method 1+Method 2)!.

Cymma npumeceit (Merton 1 + Meroz|
2) - not more than 0.7% / e Gonee 0.7,
%o

Specification / Hopma

¢ [Microbial limits /
MukpobuoJjioruuecKkas
HHCTOTA

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/
Ipumevanne: [IpoaykT cooTBeTcTBYeT TpeboBanuam HJI

Opinion : APPROVED
3axmouyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: ITposepeno: e Onobpeno: Menemxep /
Pardeep Kumar (_f LA Himesh Ku;n&r——\_/;’}/’_'_'_“ PykoBoauTesb ! 2( -

’ Manoj Kumar oyt
Reprint Date: Reprint Date: Reprint Date:
Jara: 11.04.2022 Hara: 11.04.2022 Harta:11.04.2022

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
U6yxann FOunop®, TabaeTkn ancneprupyemsble [aas aerei], 100 mr + 125 mr

Batch No / Cepus Ne : V2200645

Batch Quantity / O6bem naprun : 547.500kg

890001584384

Analytical Report No / AHanuTHYecKHi# oT4eT No :

Date of Analysis / Jlata ananuza: 11.04.2022

Date of Manufacture / Jlara npou3BoacTsa : Mar-2022

Date of Expiry / Cpok rogsoctu : Feb-2027

Analysis performed according ND / Ananu3 nposegen no HJI: ITNOI 1252/02-041021

) Total aerobic microbial

ount / Obiee 4HuCIO
5pOOHBIX MUKPOOPraHH3MOB Absent Shall be absent in 1g / OtcyTcTBYHE B 1
r
b) Total combined yeasts and
I mould count / O61wee 4UCnO
{IpOXOKEBBIX M IIECHEBBIX
rpuboB
c) E. coli
9 Uniformity of dosage units / Acceptance value (AV) should be not
OIHOPOXHOCTH XO3UPOBAHHUS 1.7 more than 15.0 / [lokasarenb
| npuemsiemocti (AV) 10JDKeH OBITh He
- Ibuprofen / u6ynpoden fonee 15,0
!Accaptance value (AV) should be nof
more than 15.0 / Tlokazatens
1.7 npuememocT (AV) 10keH ObITh He
|- Paracetamol / mapaueramon | oonee 15,0 _
INe Test / Iloka3aTejb Results / PesyabTaThl Specification / Hopma
10 Assay / KosnuecrseHHoe 90.0 mg to 110.0 mg of Ci;3H1502
onpeaeaeHHe (ibuprofen) per tablet /
Ot 90,0 Mr mo 110,0 mMr C13H 1802
100.3 mg /100.3 mMr }(1/16ynpoq)eﬂ) B TabneTke
112.5 mg to 137.5 mg of CsHoNO,

124.3 mg/ 124.3 mMr
|

((paracetamol) per tablet /
Ot 112,5 mr mo 137,5 mr CgHoNO»
kn apaueramojl) B TabeTke

Remarks : The Product conforms to

ND/

IIpumeuanne: [IpoxykT cooTBeTCTBYET Tpedosanmam HJJ

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: IIpoBepeHno: Onobpeno: Menemxkep / )
Pardeep Kumar Qf/ Himesh KUMM PyxoBoauTeib @ ) (_ _
e Q il 4 : GLLULA_
Manoj] Kumar —
Reprint Date: Reprint Dale: Reprint Datc:
Hara: 11.04.2022 Hata: 11.04.2022 Harta:11.04.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6yknun IOunop®, TabeTkn gucneprupyemble [as aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200645

Batch Quantity / O6bem naptuu : 547.500kg

890001584384

Analytical Report No / AvanuTnuecknii oruyer Ne :

Date of Analysis / lata ananu3a: 11.04.2022

Date of Manufacture / laTa mpou3BoacTsa : Mar-2022

Date of Expiry / Cpok rognoctu : Feb-2027

Analysis performed according ND / Auanu3s nposenex mo HJI: I1 N011252/02-041021

11 Package / YnakoBka

10 tablets in PVC/AI blister. 2 blisters|10 tablets in PVC/Al blister. 1,2 or 20i
and patient information leaflet in ablisters and patient information leaflet
carton pack. / Tlo 10 Tabnerok Bin a carton pack. / Ilo 10 Tabretok B
ommcrep 13 MBX/AL Io 2 Gaucrepabnncrep nz TIBX/AL Tlo 1, 2 unn 20
BMECTE o HHCTPYKUHEH n;Fm-lcTepos BMECTE C HHCTPYKUHMEIl 1o,

MPHUMEHEHHIO B NIAYKY KapTOHHYIO. MPHMEHEHHIO B NTAYKY KapTOHHYIO.

12 Labeling / MapkupoBKa

IAccording to ND. / B cootsetcTBuu ¢ HJI.

13 torage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.
paHeHHe
B opuruHanbHOU ynakoBke (6aucTep B NaUKe) MPH TEMNEPAType HE BhILIE
! 25 °C.
14 :ﬁhelf life / Cpok roanocTu |5 years /5 ner

Remarks : The Product conforms to ND/
IIpumeyanue: IIponykT cooTBeTCTBYET TpeOoBanuaM HJI

Opinion : APPROVED
3akiaouenue: OJOBPEHO

Jara: 11.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosnexo: IIpoBepeHo: OnobpeHo: MeHemxep / ]
Pardeep Kumar {__\I - Himesh Kumar _ %-‘- PykoBOAUTEND / N,
. - ; : (hywhptttts
Manoj Kumar :
Reprint Date: Reprint Date: Reprint Date:

Hara: 11.04.2022

Hara:11.04.2022
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