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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Page 1 of 5/Ctp. 1 u35

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Uo6yxaun FOunop®, TabiieTku Jucneprupyemble [ais aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300590 Batch Quantity / O6bem napruu : 547.500kg
Analytical Report No / AHaauTHuecKHii oTyer Ne : Date of Analysis / JlaTa anannsa: 29.04.2023
890001658634

Date of Manufacture / Jlata npousBoacTBa : Mar-2023 |Date of Expiry / Cpok roanoctu : Feb-2028

Analysis performed according ND / Ananu3 nposeaen no HJL: I1N011252/02-041021

No Test / IToxazaTean Results / PesyapraTel lSTmciﬁcation / 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. /

Kpyribie naockouminHapuyecknel(pyrisie  NIOCKOUMINHAPHUYECKHUE,
rabneTkn ~ po30BOro  IBera  cradneTky  po3oBoro  uBera ¢
BKpAIJIEHUAMH, ¢ GACcKO ¥ PUCKOl HaBKpanaeHusMH, ¢ Gackol u puckon Ha

OZHOM CTOPOHE,OAHOI CTOpOHE,

] C XapaKTEpHBIM 3aIaxOM. C XapakTepHbIM 3aI1aXOM.
2 Identification / Complies as prescribed/ The retention times of the main peaks
[HopnuHHOCTH CooTBeTcTBYET on the chromatogram of the tesi

solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol  reference  standards|
solution (section Assay). / Bpemena
| YAEPAKHBaHHS OCHOBHbIX NHKOB HA
Xpomarorpamme HCMBITYEMOTO
pacTBoOpa JIODKHBI COOTBETCTBOBATEH
BpeMeHaM yIepiKHBaHHA NHKOB Ha

i XpomaTorpamme pacmopa%
| cTaHaapTHLIX oOpasuos ubynpodena
| 1 napaueramosta (paznen

I onuyecTBeHHOR OMpeieeHuey).

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanue: [Tpoaykr cooTeTcTBYeT TpedoBanuam HJT 3akmoyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrorosieHo: IpoBepeno: Pardeep Kumar Onobpeno: Menemiep / wfl.
Ramakant p i _ Pyxosomnten, Manoj Kumar I
Reprint Date: Reprint Date: Reprint Date:

Hara: 29.04.2023 Hata: 29.04.2023 JHara: 29.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2959, Email: mail@drreddys.com
CIN: L85195AP1984P1.C004507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykann FOanop®, TabaeTku aucneprupyemble [aas aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300590

Batch Quantity / O6bem naprtuu : 547.500kg

Analytical Report No / AHanuTH4eckunit oT4yer Ne :
890001658634

Date of Analysis / laTa anaau3a: 29.04.2023

Date of Manufacture / /laTa npon3soacrsa : Mar-2023

Date of Expiry / Cpok rogaoctu : Feb-2028

| Analysis performed according ND / Anann3s nposegen mo HJI: 1 N011252/02-041021

i Results / PesyabTaThl

|Speciﬁcation / Hopma

362.9 mg/ 362.9 mr

Complies/coOTBETCTBYET

357.7 mgto 372.3 mg (365.0 mg+ |
2.0 %). / Ot 357,7 mr o 372,3 mr
(365,0 Mr 2,0 %)

00 min:26 Seconds/00 MmuH 26 Sec

Not more than 3 min /
He 6onee 3 muH

101% to 104 %

99% to 101%

Not less than 70% (Q) of Ci3HisO;
(ibuprofen) after 30 min /

He wMenee 70 % (Q) CiHisO;
(nGynpodien) gepes 30 MuH

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

He w™menee 70 % (Q) CsHoNO;
(mapaueramon) yepes 30 MUH I

Ne  [Test / ITokazaTenn

3 Average weight of tablets /
Cpennsst Macca Ta0j1eToK

4 Disintegratﬁn /
PacniagaemocThb

5 Dissolution /
PacrBopeHue

6  Dispersibility /
JHcIIepCHOCTD

Complies / CooTBETCTBYET

Uniform suspension passing through
the 710 pm sieve is formed

OO6pasyercs OLHOPOAHAA CYCIEH3UA,
MPOXOISILAS HEPe3 CHTO C pasMepoM
oTBepcTiti 710 MKM ‘

Remarks : The Product conforms to ND/
ITpumeuanue: IIpogykr cooTBeTcTBYyeT Tpebopanuam HJI

Opinion : APPROVED
3axmouenune: OJOBPEHO

Prepared by /
[ToaroroBneHo:
Ramakant /

Checked by /
Iporepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Ono6peno: Menemxep / bt 1L
PykosoauTens Manoj Kumar

Reprint Date;
Jara: 29.04.2023

R.eprint Date;
Jata: 29.04.2023

Reprint Date;
Hara: 29.04.2023

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykaun FOuuop®, TabeTku qucneprupyemble [nis aereii], 100 mr + 125 mr

Batch Quan

tity / O6bem maptin : 547.500kg

Batch No / Cepus Ne : V2300590

Analytical Report No / AnanuTnyeckuii otyer Ne :
890001658634

Date of Analysis / JlaTa anaausa: 29.04.2023

Date of Manufacture / laTa npousBoacTsa : Mar-2023

Date of Expiry / Cpok rogaocty : Feb-2028

Analysis performed according ND / Anaiu3s nposenen mo HJI: [1N011252/02-041021

Ne

Test / IokazaTens

7

Related substances /
PoacTBeHHBbIE IPUMeCH

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / OnpeneneHue
coepkaHus COASPKaHUS
4-amuHopeHoa

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / OnpezaesneHue
HenIeHTHULIHPOBAHHBIX
npumecel ubynpodena u
mapaneTamorna

Results / Pe3yabTaThl

'Specification / Hopma |

0.0002%

0.06%

0.06%

4-aminophenol (paracetamol impurity) / |
4-aMmuHO(eHoI (puMech rapaneramoa)
- not more than 0.005% / He Gonee 0,005
%

Any individual unidentified impurity of
(ibuprofen or paracetamol) / Enunu4Has
HEVIEHTH(ULIMPOBAHHAS MIPUMECh
ubynpodeHa 1M napaueTamora -

inot more than 0.2% / He 6onee 0,2%

otal impurities (Method 1+Method 2)
ymma npuiMeceii (Meron 1 + Merog 2) A
ot more than 0.7% / ne 6onee 0.7 %

Remarks : The Product conforms to ND/
ITpumeuanne: [IpoaykT coorBercTByeT TpebopanusaM HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoBneHo:; IIpoBepeno: Pardeep Kumar Onobpeno: Menemxkep / ( €. 2l -
Ramakant > B PykoBoautens Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Hara: 29.04.2023 Hara: 29.04.2023 Hara: 29.04.2023

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

CIN: L85135AP1984PLCO04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykann FOunop®, Tabaerku Aucneprupyemsie [ans aereii}, 100 mr + 125 mr

Batch No / Cepust Ne : V2300590

Batch Quantity / O6bem maprin : 547.500kg

890001658634

Analytical Report No / AnaquTndeckuii oT4er Ne :

Date of Analysis / laTa anann3a: 29.04.2023

Date of Manufacture / Jlatra npousBoacTsa : Mar-2023

Date of Expiry / CpoK rogHocTd : Feb-2028

Analysis performed according ND / Ananus nposeaen no H/I: ITNOI 1252/02-041021

Not more than 1000 CFU/g/
He 6osiee 1000 KOE/r

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

Shall be absent in 1g/ OtcytcTBUE B 1 T

8 Microbial limits / !
Mukpobuosiornyeckas
YHUCTOTA
) Total aerobic microbial Less than 100 CFU/g/
count / Obuiee yucio Menee 100 KOE/r
A3pOOHBIX MUKPOOPraHU3MOB
Less than 100 CFU/g/
b) Total combined yeasts and Menee 100 KOE/r
mould count / O6uiee 4ucio
IPOMOKEBBIX M MIECHEBBIX
rprboB
Absent
c) E. coli
9 Uniformity of dosage units /
OnHOPOAHOCTH J03MPOBAHUS 2.3
- Ibuprofen / ubynpoden
2.2
- Paracetamol / mapaneramon

Acceptance value (AV) should be nof
more than 150 / [lokasarens
ipuemiemocti (AV) nomkeH OBITH He
oonee 15,0

Acceptance value (AV) should be nof
imore than 15.0 / [lokazarenn
npuemnemoct (AV) nomkeH ObITH He
bonee 15,0

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykr cootseTcTBYeT TpeboBanusam H/L

Opinion : APPROVED
Sakmwouenue: OJOBPEHO

W

Prepared by / Checked by / Approved by: Manager/Executive /
Iloxrorosnexo: IMposepeno: Pardeep Kumar Onob6peno: Menemxep / (@
Ramakant / 1 PykoeoauTens Manoj Kumar™
Reprint Date: Reprint Date: Reprint Date:

Iara: 29.04.2023 Jata: 29.04.2023 Jara: 29.04.2023

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page 5of 5/Ctp. 5u3z 5

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

Hoyxnnn JOuuop®, TabjeTKu Aucneprupyemble [aas aerefi], 100 mr + 125 mr

Batch No / Cepus Ne : V2300590 Batch Quantity / O6nem maptuu : 547.500kg
Analytical Report No / AHanuTH4eckuii oruet No : Date of Analysis / Jata anaau3za: 29.04.2023
890001658634
Date of Manufacture / [lata npou3BoacTsa : Mar-2023 [Date of Expiry / Cpok roanocru : Feb-2028
Analysis performed according ND / Ananus nposeaen no HJI: 1 N011252/02-041021

10 Assay / KomidyecTBeHHOE 90.0 mg to 110.0 mg of C;3H 130,
onpeneienue (ibuprofen) per tablet /
99.7 mg /99.7 mr Ot 90,0 mr go 110,0 mr C3H502
(ndynpoden) B TabaeTke
112.5 mg to 137.5 mg of CsHoNO,
123.0 mg/ 123.0 Mr (paracetamol) per tablet /
Ot 112,5 mr no 137,5 mr CsHoNO,
(mapateTamoun) B TabneTke
11 Package / YnakoBka 10 tablets in PVC/AI blister. 2|10 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient informationblisters and patient information leaflet in a
leaflet in a carton pack. / Ilo 10carton pack. / ITo 10 Tabnerok B 6auctep
rabnerok B Onucrep w3 IIBX/Alus TIBX/AL Ilo 1, 2 unu 20 6xucrepos)
[lo 2 Oaucrepa BMecTe €BMECTE C MHCTPYKLUMEH 1O TPUMEHEHHIO B
MHCTPYKiMeEll N0 NPUMEHEHNIO BraYKy KapTOHHYIO. '
. JIBHEY KAPTOHHYIO.
12 Labeling / MapkupoBka IAccording to ND. / B cootBetcTBuu ¢ HJI.
|
13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C,
XpaHeHue
B opuriuHanbHoil yrnakoske (OJucTep B IaUKe) NPH TEMIIEPATYPE HE BbILLE
25 °C.
14 Shelf life / Cpox roxHocTn |5 years /5 net

Opinion : APPROVED
3axmouyenne: OJJOBPEHO

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoayxr coorsercTBYeT TpeboBanusm HJ[

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: [Iposepeno: Pardeep Kumar Opnobpeno: Menezxep / Ll
Ramakant / Pykosoantens Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:

Jara: 29.04.2023 Jarta: 29.04.2023 Hata: 29.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2989, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



