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CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIU3A

Page 1 of 5/ Ctp. 1u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykiaun FOunop®, TabieTkn aucneprupyemsie [nis nereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202025

Batch Quantity / O6bem naptuu : 547.500kg _

890001621540

Analytical Report No / Ananuruyeckdii orueT Nt :

Date of Analysis / lata ananu3za: 19.10.2022

Date of Manufacture / Jlara npounssoacrTsa : Sep-2022

Date of Expiry / Cpok rogaoctn : Aug-2027

Analysis performed according ND / Auanu3s npoenen nmo H/: [1N(011252/02-041021

Ne  Test/ IokasaTean EResults / Pe3yibTaThl lSpeclﬁcatlon / 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. /
Kpyrnmsle  NIOCKOLWMIHHApPHYecKneKpyribie  MIOCKOLMIMHAPHYECKHE
TabneTkn  po30BOro  UBeTta  crabierky  po3oBOro  lBETa ¢
BKpAILICHUMHU, ¢ ACKO M PUCKOIi HABKpanneHusaMH, ¢ hackoil 1 puckoii Ha
OJIHOM CTOPOHE,0/1HOI] (:TopOHe,|
L1 C XapaKTEPHBIM 3allaXOM. € XapakKTEPHbIM 3aNaxoMm. |
2 Identification / lComplies as prescribed/ The retention times of the main peaks'
oA TMHHOCTD CooTeeTrcTBYET on the chromatogram of the test
isolution should correspond to the
retention times of the peaks on the|
chromatogram of ibuprofen and
jparacetamol  reference  standards
solution (section Assay). / Bpemena
VAEPXUBAaHHS OCHOBHBIX IHKOB Ha
XpomaTorpamme UCIIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATh
BpeMeHaM YIEepXKUBaHUSI THKOB Ha
Xpomartorpamme pacTBOpa
cTaHnapTHeIX 0OpaszLoB HOyNnpodeHa
1" napaueramosia (pazgmen
- - - «KONNYECTBEHHOE ONPEIEIIEHUEN).
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeqanue: IIpoaykt coorBercrByeT Tpebobanuam HJI 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosiexo: 4 ITposepeHo: f Onobpeno: Menemxep /
Naresh Kumar N/ Pardeep Kumar pss PykoBonurtens h?l; w tv
Manoj Kumar
-Reprint Date: Reprint Date: Reprint Date:

Hata: 19.10.2022 Hara: 19.10.2022

Jara:19.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Page2 of 5/Ctp. 2135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyknun IOunop®, Tabuerku qucneprupyemble [aasg gereii], 100 mr + 125 Mr

Batch No / Cepusa No : V2202025

890001621540

Analytical Report No / Anaiuruydecknii oTyer Ne:

Batch Quantity / O6nem napruu : 547.500kg
Date of Analysis / laTta anamm3a: 19.10.2022

Date of Manufacture / JlaTa npon3BoacTsa : Sep-2022

Date of Expiry / Cpok rognoctu : Aug-2027

[Analysis performed according ND / Ananu3 nposegen mo HJI: 11 N011252/02-041021

Ne rl‘est / Tloka3aTen

[3 LAverage weight of tablets /
Cpennsis Macca Tabnerok

Results / PesynbTaThi

‘Specification / Hopma |

363.1 mg/ 363.1 Mr

Complies/cooTBeTCTBYET

4 'Disintegration /
PacnmagaemMocThb

5 Dissolution /
PacTBopenne

97% to 101%

96% to 98%

6  [Dispersibility /
ucnepcHocTh

Complies / CooTBeTcTBYyET

00 min:34 Seconds/00 muu 34 Sec F\Iot more than 3 min /
H

(nmapauetamon) yepes 30 muH

357.7 mgto 3723 mg (365.0 mg+
2.0 %). / Ot 357,7 mr no 372,3 mMr
|(365,0 mr = 2,0 %)

He 6oniee 3 MuH -
Not less than 70% (Q) of C;3H 30,
(ibuprofen) after 30 min /

[He m™enee 70 % (Q) CiHisO;
(nbynpoden) uepes 30 MuH

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

He wmenee 70 % (Q) CgHoNO,

Uniform suspension passing through
the 710 pm sieve is formed /
OGpaszyercsl OAHOPOAHAA CYCTIEH3HA,
MPOXOsALLAS HEPE3 CHTO C PasMepoMm,
oreepetii 710 mMkm |

Remarks : The Product conforms to ND/
ITpumeuanne: IIpoayKkT cooTBeTCTBYET TpeboBaHusm HJI

Opinion : APPROVED
Sakmouenue: OJJOBPEHO

Hara: 19.10.2022

Hata: 19.10.2022

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

[ToaroToBneHo: N IIpoepeno: Opobpeno: Menenxep / i

Naresh Kumar R Pardeep Kumar <>£f Pyxogonmem; (rbytere )
Manoj Kumar =

Reprint Date: Reprint Date: Reprint Date:

Jarta:19.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CEPTUOUKAT AHAJIU3A
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Distt. Solan, H.P., 173 205, INDIA
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Page3 of 5/ CTp. 3.u3 5

'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Moyxnnn I0nnop®, tabaerkn gucneprupyemblie [aas aereii], 100 mr + 125 mr

Batch No / Cepusa Ne : V2202025

890001621540

Analytical Report No / Amanurudeckuii otuer No :

Batch Quantity / O6bem naptum : 547.500kg

Date of Analysis / laTa anaau3a: 19.10.2022

Date of Manufacture / Jlara npousBoacrsa : Sep-2022

Date of Expiry / Cpok rognoceru : Aug-2027

Analysis performed according ND / Auasnns nposegen mo HJII: ITN011252/02-041021

’NQ Test / Ilokazarenn

‘7 [Related substances /
PojrcTBenlbIE MpHMeECH

| Method 1/ Meroa 1 —
‘ Determination of 4-Amino

COZEPKAHUS COMIEPKAHHUS
4-amiHodeHoNna

‘ Method 2 / Meron 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenenue
HeUAEeHTHGULHMPOBAHHBIX
npumMecei nbynpodena u
napatietTamosa

Microbial limits /
MukpobHoiornyeckas
YHCTOTA

i ‘

Phenol content / Onpenenenne

Results / PesyabTaThl

0.00001%

0.14%

0.14%

‘Speciﬁcation / Hopma_

-aminophenol (paracetamol impurity)|

-amuHodeHoN (le/IMeClﬁ'
napaueramMona) - not more than
0.005% / ne 6onee 0,005 %

Any individual unidentified impurity|
of (ibuprofen or paracetamol) /
EnvHuuHas HeuAeHTHUUUPOBaHHAas
npruMech ubynpodena unu
napateraMmona -

not more than 0.2% / ne 6onee 0,2%
Total impurities (Method 1+Method 2)|
/ Cymma npumeceit (Meton 1 + Meron
2) - not more than 0.7% / He 60nee 0.7
%o

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/
ITpumeyanne: Ilponykr coorBeTcTByeT TpeboBanusaM HJI

Opinion : APPROVED
3akmwuenne: OTOBPEHO

Prepared by /
[Moarorosnexno:
3

Checked by /
IpoBepeHo:

Approved by: Manager/Executive /
Onobpeno: Menemxkep /

Hara: 19.10.2022

Naresh Kumar Pardeep Kumar c;,ﬁ_, PykoBonutens , P
- . r‘lh (feeel
Manoj Kumar —_—
Reprint Date: Reprint Date: Reprint Date:

Jara: 19.10.2022

Hara:19.10.2022

Registered Office: 8-2-337, Road Mo, 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4500 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
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Page4 of 5/Ctp. 4u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6ykaun FOBH0p®, TabsleTKH AHcneprupyemMbie [aas gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202025

890001621540

Analytical Report No / AnanuTu4yeckuii oTueT Ne :

|Batch Quantity / O6bem naprTuu : 547.500kg
Date of Analysis / lata ananuza: 19.10.2022

Date of Manufacture / lata npoussoacrsa : Sep-2022

Date of Expiry / Cpox roguoctn : Aug-2027

Analysis performed according ND / Ananus nposeaen no HJI: [1 N011252/02-041021

a) Total aerobic microbial
count / Obuiee yucio

- Paracetamol / napauneTamon

ITokazatenn

ITokasaTtenn

23pOOHBIX MUKPOOPraHU3MOB Absent Shall be absent in 1g/ OtcyrcTeue B 1
r
b) Total combined yeasts and |
mould count / Obwee uucno
POXCOKEBBIX U TJIECHEBbIX
rpu603
c) E. coli B
9 Uniformity of dosage units / Acceptance value (AV) should be not
(OAHOPOAHOCTH A03HPOBAHUSA 2.0 more than 150 /
npueMaeMoct (AV) f1o/mKeH ObITh He
- Ibuprofen / ubynpoden Gonee 15,0
Acceptance value (AV) should be not
more than 15.0 /
1.9 npuemMieMocTu (AV) 0JbKeH ObITh He

Bonee 15,0

10 Assay / KoinuecTBeHHOE
onpeaeneHue

99.8 mg /99.8 mr

123.6 mg / 123.6 mr

90.0 mg to 110.0 mg of Cy3H 50>
(ibuprofen) per tablet /

Ot 90,0 mr no 110,0 mr C1aH 1504 |
(nbynpodpeH) B Tadnerxke

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

Ot 112.5 mr go 137.5 mr CsHoNO-
(napaueTtamon) B TadneTke

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponykt coorsercTByeT TpeboBanusiM HJJ

Opinion : APPROVED
3akmoyenne: OJOBPEHO

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

ITonrorosneno: (v [posepeHo: ’ Onodpeno: Menemxep / :

Naresh Kumar < Pardeep Kumar «— ! = PykoBoanTens \.\M
- Manoj Kumar ki

Reprint Date: Reprint Date: Reprint Date:

Jara: 19.10.2022 Jata: 19.10.2022 JaTa:19.10.2022

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Page 5 ofS/CTp. 5u35s

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykaus YOunop®, Tabaerku nucneprupyemsle [as aereii], 100 mr + 125 mr

|Batch No / Cepns Ne : V2202025

890001621540

Analytical Report No / Asaautnyeckuii oTyer Ne ;

Batch Quantity / O6bem naptuu : 547.500kg

Date of Analysis / lata ananusa: 19.10.2022

Date of Manufacture / lata npoussoacrsa : Sep-2022

Date of Expiry / Cpox roguoctn : Aug-2027

Analysis performed according ND / Ananns nposegen no HJI: IT N011252/02-041021

—_—

11 |[Package / YnakoBka

carton pack. / Ilo 10 Ttabnerok

BMECTE C HHCprKHHeﬁ
MPHMEHCHNIO B TIAYKY KAPTOHHYH).

12 Labeling / MapkupoBka

13 Storage conditions /
Xpanenne

25 °C.

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

B opurnnansHoili ynaxoske (6McTep B na4uke) Npy TEMIEPATYpPE HE BbILlIe

14 Shelf life / Cpok rogHocTu

15 years /5 ner

10 tablets in PVC/Al blister. 2 blisters10 tablets in PVC/AI blister. 1. 2 or 2[Ji
and patient information leaflet in ablisters and patient information leaflet
in a carton pack. / ITo 10 Tadnerok B
onncrep u3 [BX/AL Tlo 2 GHMCTe]Ja]L')J'lnc*rep u3 MBX/AL Tlo 1, 2 wan 20
NoOJHCTEPOB BMECTE ¢ MHCTpYKLUteil no

MPHMEHEHIIO B MAYKy KapTOHHYIO.
{According to ND. / B cooTBeTcTBun ¢ HJI.

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykr cooTBeTCTBYET TpeboBaHusM HJT

Opinion : APPROVED
3axmoyenne: OJJOBPEHO

Prepared by /
[ToarorosneHo:
Naresh Kumar

i

Checked by /
TIposepeHo:
Pardeep Kumar

=l .

—

Approved by: Manager/Executive /
Opnobdpeno: Menemxep /
PykosoauTens '

2 Mgl
Manoj Kumar —

Reprint Date:
Jarta: 19.10.2022

Reprint Date:
Hata: 19.10.2022

Reprint Date:
Hara:19.10.2022

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

CIN: 185195AP1984PLC004507
www.drreddys.com
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