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Dr. Reddy's Laboratories [td,
Formulation Unit-6

Vill. Khot, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Page 1 of 6/CTp. 113 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxaun FOunop®, Taéaerku aucneprupyemsoie [1is gereii], 100 mr + 125 mr

Batch No/ V2500185 Batch Quantity / 1500000.0 tab /
Cepust Ne : Pa3mep cepuu : 1500000.0 Tab
Analytical Repovrt No / 040002807606 Date of Analysis / 14.02.2025

| AHanuTuyecknii oruer No : JlaTa ananu3a:

I .

Date of Manufacture / 01/2025 Date of Expiry / 12/2029

JlaTa npou3BOACTBA : I'onen no :

|Analysis performed according ND / Ananus npose/eH 1o H: JIT1-Ne(004427)-(PI-RU)-260124

=)

. -

Test / llokazaTean

1

Description / Onucanue

2 | Identification /

ITognMHHOCTDL

Results / PesyabTaThl

Specification / Hopma

Pink round flat-faced beveled-edge

tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrnbie niockOLUIMHAPHUYECKHE
TabNeTkd  po30BOro  uBeTa C
BKpaIIEHUsIMH, ¢ Gackoi U puckon
Ha OZIHOM CTOPOHE, C XapaKTePHbIM
3amnaxoM.

Complies as prescribed/
CoOOTBETCTBYET

Pink round flat-faced beveled-edge tablets |
with impregnations and a score-line on one
side and characteristic odor./ Kpyrnsie
IAOCKOLMJIMHAPHYECKHE Tabnerku
PO30BOTO L{BETa C BKpAIUICHUSIMH, C packoil
U pHUCKOii Ha  OOHOM
XapaKTepHbIM 3alaxoM.

|
|
CTOpOHE, C|

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). / BpeMeHna
yIOEPKHBAHHS ~ OCHOBHBIX  [HKOB  Ha
XpoMaTorpaMMe HCIBITYEMOro pacTBOpa
OOMKHBI  COOTBETCTBOBAaTb  BpEMEHaM
yIEPKHMBAHHST MHKOB Ha XpOMAaTOIpaMMe
pacTBopa CTAaHJapTHBIX 0bpasuoB
uoynpodena u mnapaueramona (pasien
«KonuuecTBeHHOE ONpee/IeHUe).

Remarks: The Product conforms to ND/
IIpumeuanue: [Ipomykt cootBeTcTBYeT TpebGoBaHusm HJY

Opinion: APPROVED
3akmouenne: OJJOBPEHO

Prepared by /

IToarorosneHo: Sarita y

Checked by /
l-FIposepeno: Santosh Kun%Maurya

2=

Approved by: Manager/Executive /
Onobpeno: Menemitep / PykoBonuTens
Abhishek Chauhan f

Reprint Date:
Hata: 14.02.2025

Reprint Date:

Hara: 14.02.2025

Reprint Date: I
Jata: 14.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel. +S1 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1384PLC004507
www.drreddys.com




Dr.Reddy’s Q

Dr. Reddy's Laboratories |td.
Formulation Unii-6

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

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIN3A
Page 2 of 6/ C1p. 2 13 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOunop®, TabneTkn qucneprupyemble [nis aereii], 100 mr + 125 Mr
Batch No / V2500185 Batch Quantity / 1500000.0 tab /
Cepusa Ne : Pasmep cepun : 1500000.0 a6
Analytical Report No/ 040002807606 Date of Analysis / 14.02.2025
AHATUTHYECKHI oTueT Ne : Jara ananu3sa:
Date of Manufacture / 01/2025 Date of Expiry / 12/2029
JaTa npou3BoJCTBA : Tonen go :
Analysis performed according ND / Auanu3 nposenen no HJI: JIT1-Ne(004427)-(PI™-RU)-260124

Ne _T
3 | Average weight of tablets
/ Cpeanss Mmacca
Ta0JIETOK

Test / Ilokazarenn

Results / PezysbTaThl

368.2 mg/ 368.2 Mr

Complies/CooTBeTCTBYET

Disintegration /
Pacnagaemocthb

00 min 51 sec/ 00 muH 51 cek

| Specification / Hopma |
357.7mg to 3723 mg)
(365.0 mg + 2.0 %). /
Or 357,77 mr J0 372,3 mr|
(365,0 mr £+ 2,0 %) |

|

Not more than 3 min /|

IHe ooyee 3 MHH

5 | Dissolution /
PactBopenue

6 |Dispersibility /
JucnepcHocTh
[

99 % to 103%

98 % to 101 %

Complies / Coorsercrsyer

'Not less than 70 % (Q) of C13H1802
(ibuprofen) after 30 min / He meHee 70 %
Q C13H1802

; (ubynpoden) uepes 30 MuH

|Not less than 70 % (Q) of C8HINO2

(paracetamol) after 30 min / He meHee 70 %

Q) C8HY9NO2

(napaueramon) yepes 30 M1H

Untorm suspension passing lhrough the
710 uym sieve is formed / O6pa3syercs
ONHOpPOIHAsl  CYCNEH3us, IMpOXOoIsilas
qepes3 CUTO C pa3MepoM OTBEPCTHH 710 MKM

7 | Related substances / PoncteenHbie mpumecu

Remarks: The Product conforms

to ND/

Ipumeuanwne: [IpoayxT cooTBeTcTBYET TpeboBauusm HJL

Opinion: APPROVED
3akaouenne: OJJOBPEHO

Hata: 14.02.2025

Hara: 14.02.2025

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

ITogrorosneHo: Sarita V—Hposepeﬂo: Santosh Kumar Maurya | Onobpeno: Menemxepf Pykoonurens
[j})___ Abhishek Chauhan j

Reprint Date: Reprint Date: Reprint Date: ) /

Jata: 14.02.2025

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: maii@drraddys.com

CIN: L85195AP1984PLLC004507

wwww.drreddys.com




Dr.Reddy’s Q

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

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

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A

Page30f 6/ CTp. 3u3 6

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

H6yknun FOunop®, Taénerxku aucneprupyembie [nast aereii], 100 mr + 125 mr

Batch No/ V2500185 Batch Quantity / 1500000.0 tab /
Cepns Ne : Pasmep cepnn : 1500000.0 Tab
Analytical Repovrt No/ 040002807606 Date of Analysis / 14.02.2025
AHAIMTHYECKH oT4yeT Nt ; JlaTa ananu3za:

Date of Manufacture / 01/2025 Date of Expiry / 12/2029

JlaTa npou3BoACTBA : T'oxen 1o :

Analysis performed according ND / Ananus nposegen no HJI: JITI-Ne(004427)-(PT-RU)-260124

| T
No I Test / Iloxazatear |

Results / Pe3yabTaThl

Method 1/ Metopn 1

| 4-aminophenol (paracetamol impurity) - not

Specification / Hopma |

4-Aminophenol content / 0.0002 % more than 0.005 %
ggpenen(ggne conepanii 4-amuHOdeHoN (TIpUMech napaueramona) -
MHHOQEHOA He 6onee 0,005 % '
: Method 2 / Metop 2 Any individual unidentified impurity of|
- Determination of 0.08% ibuprofen or paracetamol - not more than|
Ibuprofen and Paracetamol ' 0.2 %
unidentified impurities / E
OTEEIEe JUHHUYHAs HeUAEeHTH GULMPOBaHHAs
e ey DR npuMech HOynpodeHa uiu napalueTamoa -
o
upumeceit ubynpodena u Heicones 0.2 o
napaueramosa B
Total impurities (Method Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma 0.08%
npumeceii (Meron 1 +
Merton 2) _
8 ‘Microbial limits* / Mukpo6uonoraueckas uuctora*
| |a) Total aerobic microbial NA Not  more than 10° CFU/g /
| count / Ob1iee yncIo He Gonee 10° KOE/r
a3poOHbBIX
MHKDPOOPraHNU3MOB
Remarks: The Product conforms to ND/ Opinion: APPROVED

Ipumeuanue: [Iponykr cootBeTcTBYeT TpeboBaHusM HJJ

3akaouenne: OJOBPEHO

Prepared by /

IMoprorosneHo: Sarita g/

Checked by /
IporepeHo: Santosh K,}r\lar Maurya

l.,
e —

Approved by: Manager/Ekecutive /
Onobpeno: Menepkep //PykoBoafiTels
Abhishek Chauhan

—

Reprint Date:
Harta: 14.02.2025

Reprint Date:
Jlarta: 14.02.2025

Reprint Nate:
Jata: 14.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangane, Indis
Tef, +91 40 4900 2200, Fox: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘,‘:‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIU3A
Paged of 6/ CTp. 4 43 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6y kaun FOunop®, Tabaerku aucneprupyembie [ast gereii], 100 mr + 125 mr
Batch No / V2500185 Batch Quantity / 1500000.0 tab /
Cepus No : Pasmep cepuu : 1500000.0 Tab
Analytical Repourt No/ 040002807606 Date of Analysis / 14.02.2025
Ananutuyecknii oryer Ne : Jata anajansa:
Date of Manufacture / 01/2025 Date of Expiry/ 12/2029
JlaTa n1poM3BOACTBA : Togen go :
Analysis performed according ND / Anaaus nposeaen mo HJI: JIT1-Ne(004427)-(PI'-RU)-260124

| No | Test / ITokazareanb

Results / Pe3yabsTaThl

'Specification / Hopma

b) Total combined yeasts
and mould count / O61iee
YHCIIO IPOXOKEBBIX U
TJIECHEBBIX MPUOOB

c¢) E. coli

9 "Gniformity of dosage units /6I1H0paHOCTb ILO_SI/IpOBaHI/Iﬂ

NA

| Not
He 6onee 10* KOE/r

Shall -
OrtcytetBue B 1 1

more than 10’ CFU/g / |

lg /

be absent n

[Tapaueramon

10 |Assay/ KosimgecTBeHHOE
| onpenenenne

100.1 mg/ 100.1 mr

123.5 mg/ 123.5 mr

Ibuprofen / U6ynpoden | 1.4 The acceptance value (AV) should be not|
| more than  15.0 /  Ilokasarens
npueMmnemMoctd (AV) gomxeH ObITb He
oonee 15,0
Paracetamol / 1.9 'The acceptance value (AV) should be not

more  than 15,0 /  Tlokazarens
npuemaeMoctTd (AV) [o/bkeH ObITh He
Anmee 15 0

90.0mg to 110.0mg of CI13H1802
(ibuprofen) per tablet / Ot 90,0 Mr mo

110,0 mr CI13H1802 (ubynpoden) B
TabyeTke
1125mg to 137.5mg of C8HINO2

(paracetamol) per tablet / Ot 112,5 mr no

Remarks: The Product conforms to ND/
IIpumeuanne: HpoayKT cOOTBETCTBYET

TpeboBanusM HJ{

Opinion: APPROVED
3aknaouenue: OJJOBPEHO

Prepared by /

Checked by /
IToarorosneno: Sarita g/z IIpoBepeno: Santosh Kumar Maurya

AV

Approved by: Managera: Executive /
Onobpeno: Meremwkep/! Pykogonnrensb

i

Abhishek Chauhan

Reprint Date:
Hata: 14.02.2025

Hara:

Reprint Date:

14.02.2025

Reprint Date:
Hata: 14.02.2025

Registered Office: 8-2-337, Road No. 2, 8anjara Hills, Hyderabad - 500034, Telangana, india
Tal. +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com

CIN: L85155AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q':'

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P,, 173 205, INDIA
Tzl +91 98166 56001-02

www, drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page50f 6/ Ctp. 5u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxaun FOnuop®, Tabaerku aucneprupyembie [nust gereii], 100 mr + 125 mr

Batch No/ V2500185 Batch Quantity / 1500000.0 tab /
Cepus Ne : Pasmep cepun : 1500000.0 Tab
Analytical Repo:‘t No/ 040002807606 Date of Analysis / 14.02.2025
AHaluTHYecKHii oT4yeT No : JlaTa ananu3a:

Date of Manufacture / 01/2025 Date of Expiry / 12/2029

JlaTa npousBoacTBa : TI'ogen no :

Analysis performed according ND / Anannz nposegen mo H: JI[T-Ne(004427)-(PI'-RU)-260124

| Specification / Hopma

blisters and patient information
leaflet in a carton. / [To 10 Tabnetok
B Omucrep u3z I[IBX/AlL Ilo 2
OnucTepa BMeCTe C HMHCTPYKIHeH

Ne Test / IToka3zaresb Results / PesyabTaThl
a 137,5mr C8HONO2 (mapaueramon) B
TabreTke
11 |Package / YnakoBka 10 tablets in PVC/Al blister. 2|10 tablets in PVC/AI blister. 1, 2 or 20

blisters and patient information leaflet in a
carton. / [lo 10 Tabnetox B Onmcrep u3
IBX/AL Io 1, 2 nnu 20 611CTEpOB BMECTE
C MHCTPYKUMEH No MPUMEHEHHIO B NauKy

N0  TNPUMEHEHHWI0 B  TIa4KYy | KAPTOHHYIO.
. KapTOHHYIO.
12 Labeling / MapxupoBka |According to ND. /B cootBercTuu ¢ HJI
|
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25°C. /
XpaHeHHe B opuruHansHolt ynakoske (bnucTep B mavuke) Npy Temneparype He Boie 25 °C.
14 | Shelf life / Cpox 5 years / 5 net
TOXHOCTH

* 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 manufacturer's certificate of analysis. / McnbiTaHHE TPOBOAUTCH TOJBLKO AJIsT KaxKI0H 20-if cepuu HiIH Jst
OJHOii cepHH B roji, B 3aBHCHMOCTH OT TOro, YTo HacTynuT panee. Iloka3aTeib MOMKET OTCYTCTBOBAThH B
cepTuduUKaTe aHAIH3A IPOH3BOAUTES.

Remarks: The Product conforms to ND/
Ipumeuanue: I1poaykt coorBeTcTBYeT TpeboBanusm HJI

Opinion: APPROVE

3axkmouenune: OJJOBPEHO

JHara: 14.02.2025

Hata: 14.02.2025

Prepared by / Checked by / Approved by: Managgr/Executive /

Ioarorosnexo: Sarita W Iposepeno: Santosh Kumar Maurya | Onobpeno: Menemxgp / PykopoanTens
g% Abhishek Chauhan /3

Reprint Date: Reprint Date: Reprint Date:

Hata: 14.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tzl 81 40 4900 2500, Fax: +91 40 4900 2999, Email: maii@drraddys.com

CIN: L85195AP19S4PLC004507
wynvdrreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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 6 of 6/ CTp. 6 113 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
[ A6yxann FOunop®, TabneTku aucneprupyemsoie [wist gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepusa Ne : VESLDicS Pasmep cepun : 1500000.0 Tab
Analytical RepO}'t No/ 040002807606 Date of Analysis / 14.02.2025
AHaJuTHYeCKHH oTueT No ¢ JlaTa anasm3a:

Date of Manufacture / 01/2025 Date of Expiry / 12/2029

Jlara npon3BojacTea : I'ogeH go :

Analysis performed according ND / Auanus nposeaen mo H: JIT1-Ne(004427)-(PI'-RU)-260124

API name (INN)/

npounssoauTes ['JIP:

Haumenosanie ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / Ilapaneramon
API manufacturer batch number / APAP/24091296,
Homep cepuu npounssoauteasa ADC: SEnEaa APAP/24081243

FP Manufacturer API Batch number /

Homep cepuu cy6cTaHuBH FERA00681 FERA00540, FERA00703

IIponspogurenr ADC, cTpana:

API Manufactured by & country /

Solara Active Pharma Sciences
Limited, India / Conapa 3kTuB

®apma Caitencus Jlumnren, Muaus

Granules India Ltd., India /
I'panynec Unaus Jita., Unaus

Remarks: The Product conforms to ND/
Ilpumeuanne: [Ipoaykr cootBeTcTBYET TpeboBanuam HJI

Opinion: APPROVED
3axkmouenue: OJJOLPEHO

Prepared by /
IToarorosneHo: Sarita

Checked by /
IIpoBepeno: Santosh Kyr Maurya
(/B

Approved by: Manager/Executive /
Onobpeno: Menemken/ Pykosgnurens
Abhishek Chauhan

—
f

Reprint Date:
Jara: 14.02.2025

Reprint Date:
Hara: 14.02.2025

Reprint Date:
Jara: 14.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fox: +91 40 4900 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLC0O04507
wiyendrreddys.com




