Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Page 1 of 5/ Crp.1u35

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyraun IOanop®, radjerkn qucneprupyemsle [1ias gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202024

Batch Quantity / O6bem napruu : 547.500kg

Analytical Report No / Anajintu4eckuii oryer Ne :

890001618174

Date of Analysis / laTta ananu3za: 30.09.2022

Date of Manufacture / lara npousBoactsa : Sep-2022

Date of Expiry / Cpok rognoctn : Aug-2027

Analysis performed according ND / Ananus nposeaen mo HJI: [1 N011252/02-041021

Ne Test / IloxazaTean

Description / Onncanue

(S

Identification /
Moanuunocts

Results / PesyabTaTsl

one side and characteristic odor. /
Kpyrinbie
TabneTkn  po30oBOro  liBera
O HOMH

_'c XapaKTePHbIM 3aNaxoM,

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line onwith impregnations and a score-line on

rockounnuHapuueckneKpyribie

BKpanjieHusMH, ¢ hackoil 1 puckoil HaBkpanieHusaMu, ¢ Gackoi 1 puckoii Ha
CTOPOHE,0AHON

!Sl;cciﬁc_ation / Hopma

lone side and characteristic odor. /
NJIOCKOLMIHHAPHYECKHE
¢radaeTKH po3oBoro  uBera  c

CTOpOHE,|
¢ XapaKTepHbIM 3aIaXOM.

Complies as prescribed/
CooTBETCTBYET

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
chromatogram of ibuprofen and
paracetamol  reference  standards
solution (section Assay). / Bpemena
VAEPXKUBAHHUS OCHOBHBIX MMKOB Ha
xpomarorpaMme HCIBITYEMOTO
pacTBopa JIOSKHb COOTBETCTBOBAT|
BpeMEHaM YAEpXKUBAaHHMS IHKOB Ha
XpomaTtorpamme pacTBopa
CTaHAapTHLIX obpasuoB ubynpodeHa
i napaueramona (pasnen
«KonnuecTBeHHOE ONPEAENEHYER).

Remarks : The Product conforms to ND/
Ilpumeuanne: Iponykr coorsercreyer TpeGosanusam HJJ

Opinion : APPROVED
3axaroyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TloaroToBneHo: ) [Iposepeno: | Onobpeno: Menemkep /
Pardeep Kumar (_:\1.{ Himesh KW PprBO}lHTenL A -ﬁ.}\f;i""
- Amit Kumar \
Reprint Date: Reprint Date: Reprint Date:
Hara: 30.09.2022 Hara: 30.09.2022 Hara:30.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tetangana, India
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
Hoykann FOunop®, TabdaeTku gucneprupyembie [s aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202024

Batch Quantity / O6bem mapruu : 547.500kg

890001618174

Analytical Report No / AHajuTHYecKkuit oruer No ;

Date of Analysis / laTa anaau3za: 30.09.2022

Date of Manufacture / Jlara nponssoacrtsa : Sep-2022

Date of Expiry / Cpok rogHoctn : Aug-2027

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

-

Ne r[l"est/ IlokasaTens Results / Pe3yabTaThl Specification / Hopma
3 ‘Average weight of tablets / 363.6 mg/ 363.6 Mr 357.7 mg to 372.3 mg (365.0 mg +
Cpennsis Mmacca TabneTok 2.0 %). /OT1 357,7 mr no 3723 Mr
Complies/cooTBeTcTBYET (365,0 Mr+2,0 %)
4 Disintegration / 00 min:29 Seconds/00 muH 29 Sec [Not more than 3 min /
PacnagaemocTh He 6onee 3 MUH
5 Dissolution / 98% to 100% Not less than 70% (Q) of C;3H;sO2
| PacTBOpenue (ibuprofen) after 30 min /
He wmenee 70 % (Q) Ci3HisOy
(ubynpoden) uepes 30 MUH
97% to 100% Not less than 70% (Q) of CsHoNOJ
(paracetamol) after 30 min /
He wMenee 70 % (Q) CsHoNO,
(nmapaueramon) gepes 30 muH
6 Dispersibility / Complies / CoornercrnyeT Uniform suspension passing through|
NncnepcHocTh the 710 pm sieve is formed
' O0pazyercst 0HOPOAHAS CYCMEH3Us,
npoxojsias yepes cHTo ¢ pasMepom
| oreepeTiii 710 MM

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT coorBercTBYeT TpeGosanusm HJJ

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /
[Toarorosnexo:
Pardeep Kumar <=

Checked by /

IIpoBepeHo: Y —
Himesh KU_XMI'/JI”’—\’

Approved by: Manager/Executive /
OnobpeHo: Mem&i{fp/

Reprint Date:
Hara: 30.09.2022

Reprint Date:
Hara: 30.09.2022

PYKOBOZUTENb [N
Amit Kumar

Reprint Date:
JaTa:30.09.2022

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
HNoyxnnn IOHNn0p®, TabseTku Aucneprupyemsbie [mias aereii], 100 mr + 125 mr

Batch No / Cepnsi Ne : V2202024

Batch Quantity / O6bem napTun : 547.500kg

890001618174

Analytical Report No / Anasiurnyecknii otuer r Ne:

Date of Analysis / lata anagusa: 30.09.2022

'Date of Manufacture / lata npon3BoacTsa : Sep-2022

Date of Expiry / Cpok roguocty : Aug-2027

| Analysis performed according ND / Anaau3 npoeexen no HJI: I1 N011252/02-041021

(Ne Test / Iloka3zarenn

7 Related substances /
PogcrBennbie mpumecH

Method 1 / Meton 1 —
Determination of 4-Amino

ConepKaHiis colepianii
4-amuHO(DeHo A

Method 2 / Meton 2 —
Determination of Ibuprofen

| impurities / Onpenenenne
HeUZASHTHOUUUPOBAHHBIX
npumMeceii uOynpodeHa 1

‘ Results / PeayabTaThl

0.0001%

Phenol content / Onpenenesie

BDL (Disregard Limit 0.05%)

' and Paracetamol unidentified

0.0001%

Specification / Hopma

lél—aminophenol {(paracetamol impurity),
4

4-amuHodenon (npnmecr,!
napaneramona) - not more than
0.005% / ne 6onee 0,005 %

Any individual unidentified impurityi
of (ibuprofen or paracetamol)
EnyHuunast HewzeHTHPHUUUPOBaHHAas
NpUMeCh ubynpodena W
napaueramorna -

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

Total impurities (Method 1+Method 2)
Y Cymma npumeceit (Meton 1 + Meton

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

[Not more than 100 CFU/g/

mapaueramona ;:2) - not more than 0.7% / He Gonee 0.7
%o
8  Microbial limits / B
Mukpo6uosornyeckast Less than 100 CFU/g/ Not more than 1000 CFU/g/
YHCTOTA Menee 100 KOE/r He 6onee 1000 KOE/r

He 6onee 100 KOE/r
| —

Remarks : The Product conforms to ND/
IIpumeuanne: IlponykT cooTreTcTByeT TpeboBaHusaM HJ

Opinion : APPROVED
Saxmoyenne: OJOBPEHO

Jara: 30.09.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IlonrorosneHo: f IposepeHo: Onobpeno: Menemxep /
Pardeep Kumar < Himesh K&E:EL/J__,—-’”": Pykoogutens |\ .M
= . - ,_,ﬂ-"’_
Amit Kumar |
Reprint Date: Reprint Date: Reprint Date:

Hara: 30.09.2022

Jara:30.09.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykaun JOunop®, TabjaeTku aucneprupyemsie [aas aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202024

Batch Quantity / O6bem naptun : 547.500kg

890001618174

'Analytical Report No / Anasutuueckuii oTuer Ne ;

Date of Analysis / {aTa ananusa: 30.09.2022

Date of Manufacture / Jlata npousBoacTsa : Sep-2022

Date of Expiry / Cpok roanoctn : Aug-2027

Analysis performed according ND / Anann3 npoeeaen no HJI: I1N011252/02-041021

a) Total aerobic microbial
count / O61Uee 4ucno
23pPOGHBIX MHKPOOPraHU3MOB

b) Total combined yeasts and
mould count / Obwwiee 4ncno
JIPOMOKEBBIX U MJIECHEBBIX

rpuboB

‘c) E. coli

9 Uniformity of dosage units /
OaHOpOAHOCTH 103UPOBAHUA

- Ibuprofen / u6ynpodpen

- Paracetamol / napaueTamolt

Absent

1.3

1.3

Shall be absent in 1g/ OtcyTcTBHE B 1
r

Acceptance value (AV) should be not
more than 15.0 / Tloka3zarens
|HpHeMJ'leMOCTI/I (AV) ponxen ObITb He
oonee 15,0

‘Acceptance value (AV) should be not
more than 15.0 / TIloka3arens
npuemneMocty (AV) AomKeH ObITh He
bonee 15,0

10 Assay / KosinyecTBeHHOE
onpeaeeHHe

100.3 mg /100.3 mr

124.4 mg/ 124.4 mr

90.0 mg to 110.0 mg of Ci3H 50

ibuprofen) per tablet /

Ot 90,0 Mr g0 110,0 mMr C;3H 504

(ubynpocden) B Tabnerke |
112.5 mg to 137.5 mg of CsHoNO»
(paracetamol) per tablet /

O 112,5 wr 210 137,5 Mr CsHoNO,

_‘( napaueramod) B TabneTke

Remarks : The Product conforms to ND/

IIpnmeuanne: [IpoaykT coorBercTByeT TpeboBanusam HJJ

Opinion : APPROVED
3axkmouenue: OJOBPEHO

Prepared by /

llogrorosneHo: [posepe
Himesh Kumar_ y

e
-~ W

Pardeep Kumar

Checked by /
HO:

Approved by: Manager/Executive /
OnobpeHo: Meneiajep/

Reprint Date:
Hara: 30.09.2022

Reprint Date:
Hara: 30.09.2022

PyK.OBOI[I/ITeJ'[I) .'I“ _w-,;__"j,_;--
Amit Kumar |

Reprint Date:

HaTa:30.09.2022
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page Sof 5/ Crp.5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykaun FOHnop®, TabieTKu Aucneprupyemble [aast aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202024

Batch Quantity / O6bem napruu : 547.500kg

890001618174

Analytical Report No / Ananutu4yeckuii oruer No :

Date of Analysis / JlaTa anamusa: 30.09.2022

[Date of Manufacture / JlaTta npon3poacTsa : Sep-2022

Date of Expiry / Cpok rognocru : Aug-2027

| Analysis performed according ND / Ananus npoeeaen no HJI: [T N011252/02-041021

‘1_1 _I’acIage / YnakoBka

EO tablets in PVC/Al blister. 2 blislequO tablets in PVC/Al blister. 1, 2 or 20
|nd patient information leaflet in a{bhsters and patient 1nformat10n leaflet
carton pack. / Ilo 10 Tabnerok Bin a carton pack. / [To 10 TaGnetok B
Omctep uz [IBX/AL Ilo 2 um:cupdwmu-,p u3 [IBX/AL Tlo 1, 2 unu 20
BMeECTe c HUHCTpYKUMEH nonmmtpm; BMECTE C MHCTpYKLHEd 1o
NPUMEHEHMIO B NMa4Ky KAPTOHHYIO.  MPHMEHEHHIO B AYKy KAPTOHHYIO.

12 Labeling / MapkupoBska

According to ND. / B coorsercTeuu ¢ H/I.

13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.
XpaneHune /
B opurunanbHoit ynakoBke (6aucTep B navke) Mpu TeMepaTrype He BbIlIe
25 °C.
14 "Shelf life / Cpok roguocru |5 years / 5 net

Hara: 30.09.2022

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [Iponykr coorBeTcTBYET TpeboBanusm HJJ 3axkmovenue: OJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: F [IposepeHo: B Onobpeno: Menemxep /
Pardeep Kumar — Himesh KE_HEF)J,/’—’—/—) Pykosogurens [N\ .. N—

L) s r ® /"H-

Amit Kumati |

Reprint Date: Reprint Date: Reprint Date:

Hara: 30.09.2022

Jata:30.09.2022
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