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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Dr. Reddy's Laboratories Lt

Formulation Unit-2

Vill. Khoi, Maisgarh Road, Baddi.

Distt. Solan, H.P, 173 205, 1DIA
2L 53166 56001-02
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Page1of 6/ Ctp. 1436

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yknun FOunop®, Tabnerxu aucneprupyemsie [nas gereii], 100 mr + 125 mr

Batch No / V2401151 Batch Quantity / 5475 kg
Cepust Ne : Pasmep cepun :

Analytical Rep0ft No/ 040002575060 Date of Analysis / 29.06.2024
ApaJMTHYECKHIT oT4eT Ne ; JlaTa ananm3a:

Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa npou3BojcTBA : T'ogen go :

Analysis performed according ND / Ananu3 nposeaen mo HJ/: [1 N011252/02-150323

Ne Test / [Toxa3arean

Results / PesyabTaTsl

1 Descri[_)tion / Onucanue

2 |Identification /

IloganHHOCTH

Pink round flat-faced beveled-edge
tablets with impregnations and a

score-line on one side and
characteristic odor. /
Kpyrnisie  MIOCKOUMIHHAPHYECKHE
TabNeTKH  pO30BOr0  I[BETa C

BKparUIeHHsIMY, ¢ Gackoil U pHCKOH
Ha OIHOH CTOpPOHE, C XapaKTepHBIM
3aMaxOM.

Complies as prescribed/
CoOTBETCTBYET

Specification / Hopma

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnsie IOCKOIWIMHAPUUECKUE
tabneTku PO30BOTO uBeTa c
BKparuieHusAMH, ¢ ¢ackoit U puckod Ha
ONHOW  CTOpPOHe, C  XapaKTepHbIM
3amaxom.

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 (Assay section). /
BpeMeHa  yOep)KHMBaHHS  OCHOBHBIX
MIHKOB Ha XpOMaTorpaMMme
UCIIBITYEMOTO ~ PacTBOpa  JTOJDKHBI
COOTBETCTBOBATH BpeMeHam
YAEPKUBAHUS MUKOB Ha
XpOMaTorpamMmMe pacTBopa CTaHAAPTHBIX
o6pazuoB ubynpodeHa u napateramosia
(paznen «KonmuectsenHoe |
OIpEACIICHHE). |

Remarks : The Product conforms to ND/
Ipumeranme: [Tpoaykr cooTBeTcTBYST TpeboBanusaM HJT

Opinion : APPROVED
Zaxawienne: OTOBPEHO

Prepared by /
TToarorosneHo: Santosh Kumar

Maurya )

Checked by /
IlpoBepeno: Pawan Kumar

g

Approved by: Manager/Executive /
Onobpeno: Mernemxkep / Pykosoauteib
Pavan Kumar Sharma 1,

Reprint Date:
Hata: 29.06.2024

Reprint Date: ]

Jara: 29.06.2024

Reprint Date:
Jlarta: 29.06.2024




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6yknun FOnuop®, Taénerku nucneprupyemsie s gereii], 100 mr + 125 mr

=y N T 7 Cyuay

Batch No / V2401151 Batch Quantity / 547.5 kg
Cepust Ne : Pa3zmep cepum :

Analytical RepO}'t No/ 040002575060 Date of Analysis/ 29.06.2024
Anamurudecknii oruer Noe ; JlaTa ananu3a:

Date of Manufacture / 05/2024 Date of Expiry/ 04/2029
JlaTa npon3BOACTBA : I'ogen po :

Analysis performed according ND / Anaau3 nposeaen mo HJI: [T N011252/02-150323

No Test / Tokazarenn

Results / PeynbTaThl

3 |Average weight of tablets /

Cpennss Macca Ta01eTOK

366.6 mg/ 366.6 M

Complies/CooTBETCTBYET

Specification / Hopma

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

Disintegration /
Pacnapaemoctn

00 min 33 sec/ 00 mun 33 cek

Not more than 3 min /
He 6onee 3 muu

Dissolution / PacTBopenne

99 % to 102 %

99 % to 101 %

Not less than 70 % (Q) of CisHizO2|
(ibuprofen) after 30 min / He meHee
70 % Q) Ci3Hi1502
(ubynpoden) uepes 30 MuH

Not less than 70 % (Q) of CsHyNO;
(paracetamol) after 30 min / He meHee
70 % Q) CsHoNO:
(mapaneramon) uepes 30 MuH

Dispersibility /
JucnepcHocTh

Complies / CooTBeTcTBYET

Related substances / PoacTBeHHbIE IPHMECH

710 MKM

Uniform suspension passing through the
710 um sieve is formed / OBpazyerca
OJHOPOZHAS CYCHEH3Us, MpoxoiAlas
4yepe3 CHUTO C pasMepoM OTBEpPCTUl

Remarks : The Product conforms

Ipumeyanue: [Ipoaykr cooTBeTcTBYET TpeboBanusam HJT

to ND/

Prepared by /
[ToarorosieHo: Santosh Kumar
Maurya

DN

b
AL

Checked by /
[Iposepeno: Pawan Kumar

Opinion : APPROVED
3akmwouenne: OJJOBPEHO
Approved by: Manager/Executive /
Ono6peno: Menemkep / Pyxosonurens
Pavan Kumar Sharma

P 5
Cldyw——

Reprint Date:
Jara: 29.06.2024

Reprint Date:
Hara: 29.06.2024

Reprint Date:
Hara: 29.06.2024
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6y kaun FOunop®, Tabaerku aucneprupyembie [aas aereii], 100 mr + 125 mr

| .
Batch No / V2401151 Batch Quantity / 5475 kg
Cepus No : Pazmep cepun :
Analytical Repo:'t No/ 040002575060 Date of Analysis / 29.06.2024
AHaJIUTHYECKHI oT4eT Ne : JaTa anajamsa:
Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa npou3BoACTBA : Toaen 1o :

Analysis performed according ND / Anasu3 nposegen mo HJ: T1 N011252/02-150323

No Test/ Ilokasarean

.

Results / PesynbTaTsl

Method 1/ Meton 1
4-Aminophenol content /
OnpeneneHne coaepxaHus
4-amuHo(deHona

Method 2 / Meton 2
Ibuprofen and Paracetamol
unidentified impurities /
Ornpenenenue
HEUNEHTH(DULUPOBAHHBIX
npuMeceil nbynpodena u
| mapaueramona

| Total impurities (Method
1+Method 2) / Cymma
npumeceil (Meton 1 +
Merton 2)

0.0004%

0.08%

Specification / Hopma

4-aminophenol (paracetamol impurity) -
not more than 0.005 %

4-amuHodeHon (npumech
napateTtamona) - He 6onee 0,005 %

Any individual unidentified impurity of
ibuprofen or paracetamol - not more than
02%

EnunuyHas  HewIOeHTU(ULKMpPOBaHHAs
npAMech noynpodena HIH
napaueramona - He 6onee 0,2 %

0.08%

8 |Microbial limits* / Mukpo6uosorayeckass 4ucTora*

'a) Total aerobic microbial
count / Ob1ee yucio
a3poOHBIX
MHKPOOPTaHH3MOB

NA

Not more than 0.7 % / He 6onee 0,7 %

| Not more than 10° CFU/g/

He 6onee 10> KOE/r

Remarks : The Product conforms to ND/

Ipumeuanne: [Tpoayxr coorsetcTayeT Tpebopanism HJI
Checked by /

[Iposepero: Pawan Kumar

Prepared by /
[MToarotosneno: Santosh Kumar
Maurya

| £
-'_.——"_'_-

i
D

Opinion : APPROVED
3axmouenune: OJOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoanreins
Pavan Kumar Sharma 1, -

Reprint Date:
Hata: 29.06.2024

Reprint Date: I
Hara: 29.06.2024

Reprint Date: s
Hara: 29.06.2024




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

Page 4 of 6 / CTp. 4 u3 6

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

U6ykann FOunop®, Tabaerku ancneprupyemsie [nis gereii], 100 mr + 125 mr

Batch No/ V2401151 Batch Quantity / 5475 kg
Cepusa No : Pasmep cepun :

Analytical Report No / 040002575060 Date of Analysis / 29.06.2024
AHaauTHYecKHii oTyeT No ; JlaTa ananu3za: T
Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa npou3BoOACTBA : I'ogeH o :

Analysis performed according ND / Anasnu3 nposeaed mo H/I: 1 N011252/02-150323

No Test / [Toxa3zaTean

b) Total combined yeasts
and mould count / Ob1iee
YKCIIO APOXOKEBBIX U
TJIeCHEBBIX IpUbOB

Results / PeayabTaTthl
NA

c) E. coli

| Not more than 10> CFU/g/

Specification / Hopma

He 6onee 10> KOE/r

NA

Shall be absentin 1 g/ |
OrcytctBue B 1 1

9 | Uniformity of dosage units /

OnHOPOJHOCTH NO3HPOBAHHUSA

Ibuprofen / U6ynpoden

‘Paracetamol / TTapaneramon

Ilokazarens

1.7 The acceptance value (AV) should be not
more than 15.0 /
npueMieMocTd (AV) gomxeH ObITh He
6onee 15,0 '
1.9

Assay / KosiuuecTBeHHOe
onpe/eneHHe

The acceptance value (AV) should be not
more than 15.0 / Ilokasatens
npuemnemoctd (AV) fgomxeH OBITH HE
6onee 15,0

100.5 mg/ 100.5 mr

123.1 mg/ 123.1 mMr

90.0mg to 110.0mg of CiHisO2
(ibuprofen) per tablet / Ot 90,0 Mr mo
110,0 mr C;3Hi1302 (ubynpodeH) B
TabneTke

1125 mg to 137.5mg of CsHoNO:
(paracetamol) per tablet / Ot 112,5 Mr 1o
137,5 Mmr CsHoNO, (mapareramoin) B

Remarks : The Product conforms to ND/

Ipumeuanue: [Ipogykr cooTBeTcTBYET TpedoRaHHIM HJT

Opinion : APPROVED
Raxmmnuenue: OJIORPFHO

Prepared by /
IToarorosneHo: Santosh Kumar
Maurya

Checked by /
ITporepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / P¥i§DBOJ1HTE-IIh
Pavan Kumar Sharma ‘LT;"‘"/_’

Reprint Date:
Hata: 29.06.2024

Reprint Date:
Jata: 29.06.2024

ﬁ, -

Reprint Date:
Hara: 29.06.2024

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 300034, Telangana, India
Tel; +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@direadys.com

CIN: L85195AP1S84PLCO04507
www.drreddys.com




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Dr. Reddy's Laboratcries Ltd.
Formulation Unit-6

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

Page 50f 6/ Ctp. 5u3 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxaun FOruop®, Tabaerku aucneprupyemsie [aist pereii], 100 mr + 125 mr

Batch No/ V2401151 Batch Quantity / 547.5 kg
Cepus Ne : Pa3mep cepuu :

Analytical Repo‘f’t No/ 040002575060 Date of Analysis / 29.06.2024
AHaJUTHYECKHIT oTUeT No : JlaTa anaau3a:

Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa npou3BOACTBA : T'open fo :

Analysis performed according ND / Anaau3 nposeaen no HJI: [ N011252/02-150323

No | Test / Iloka3zaTeas

Results / PesybTaTsl

Specification / Hopma

TabJeTKe

11 Package / YnakoBka

10 tablets in PVC/Al blister. 2 blisters
and patient information leaflet in a
carton. / [To 10 tabnerok B 6muctep
u3 IIBX/AL Ilo 2 6nuctepa BMecTe €
MHCTpYKIMEH MO NPHMEHEHHIO B
NayKy KapTOHHYIO.

10 tablets in PVC/AI blister. 1, 2 or 20

blisters and patient information leaflet in
a carton. / ITo 10 Tabnetok B Onuctep u3
IIBX/Al Tlo 1, 2 unu 20 6aucrepos
BMECTE C MHCTPYKUHMEN 110 NPHMEHEHHIO
B MavKy KapTOHHYIO.

12 |Labeling / MapkupoBka

According to ND. / B cootserctBuu ¢ HJI.

13 |Storage conditions /
XpaHeHHe

25 °C.

In the original packaging (blister in carton) at temperature below 25 °C. /
B opurunansHoii ynakoske (Ouctep B nadke) IpH TEMIIEPATYPE HE BbILIE

14 | Shelf life / Cpok rognocTu |5 years /5 et

* The test is performed for each 20th batch, or for one batch in a year whichever is earlier. The test can be absent
in the certificate of analysis. / McnbITanue TPOBOAUTCS TOABKO A5 Ka:Kknoi 20-ii cepHH WM A5l OAHON CepHH B
roJl, B 3aBUCHMOCTH OT TOT0, YTO HACTYNHT panee. [Ioka3aTe/b MOKeT OTCYyTCTBOBATHL B CePTHRUKATE AHAJIH3A.

Remarks : The Product conforms to ND/
IMpumeuanue: [Ipoaykr cootseTcTBYeT TpeboBanuam HJJ

Opinion : APPROVED
3akaouenne: OJJOBPEHO

Prepared by /

ITogrotosneno: Santogh Kumar
Maurya &

Checked by /
IIposepeno: Pawan Kumar

s

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoanTtenb
Pavan Kumar Sharma /),

Reprint Date:
Hata: 29.06.2024

Reprint Date: /

Jata: 29.06.2024

Reprint Date: =

Hata: 29.06.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1S84FLCO04507
www.drreddys.com




Dr.Reddy’s Q'!'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Dr. Reddy’'s Laborateries Ltd,
Formulaticn Unit-6

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

Page 6 of 6/ CTp. 6 u3 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
(MOykauH IOunop®, Tabnerku gucneprupyemsle [ais gereii], 100 mr + 125 mr

Batch No / V2401151 Batch Quantity / 547.5 kg
Cepns Ne : Pa3mep cepum :

Analytical Repog‘t No/ 040002575060 Date of Analysis / 29.06.2024
AnanuTHueckuii oryer Ne : Jara anasnza:

Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa npon3BOACTBA : TI'open go :

Analysis performed according ND / Anaqn3 nposeaen mo H/I: IT N011252/02-150323

API name (INN) /

Haumenosanue ADC (VIHH): Ibuprofen / U6ynpoden Paracetamol / [1apaneramon
API manufacturer batch number / PIBM240025 APAPE2024030206
Homep cepuu npoussogutens A®C:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHmuu FERAQ0227 FERA00220

npouspoantens I'JId:

API Manufactured by & country /
IpouzBogurens ADC, crpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma Caiiencus Jlumuren, Unaus

Granules India Ltd., India /
I'panynec Unausa JIta., Uuaus

Remarks : The Product conforms to ND/

Ipumeuanue: [TponykT coorBeTcTBYeT TpeboBanusM HJL

Opinion : APPROVED
3akurouenue: OJJOBPEHO

Prepared by /
IToxarorosneHo: Santosh ﬁKumar

Checked by /
ITpoBepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Mernemxep / I’F,<;<oaoni:'renh

Maurya (& /?i—/ Pavan Kumar Sharma Ao~
o
Reprint Date: Reprint Date: / Reprint Date: —~

Jata: 29.06.2024

Jara: 29.06.2024

Jara: 29.06.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4900 2900, Fax: +91 40 4300 2999, Ernail: mail@drreddys.com

CIN: L851S5AP1S84FLCO0A507
wvaw.drreddys.com




