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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page10of 6 /Ctp. 113 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxaun FOanop®, Taénerku aucneprupyemsbie [nis pereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : V2402539 Pasmep cepun : 1500000.0 Tab
Analytical Repog‘t No/ 040002758638 Date of Analysis / 18.12.2004
ABRATUTHYECKHE oTUeT Ne : Jarta ananu3sa:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa npou3BOACTBA : T'onen g0 :

Analysis performed according ND / Ananu3 nposenen no HJ/I: JIIT-Ne(004427)-(PI-RU)-260124

S —

Ne Test / IlokaszaTenan

Results / Pe3yabTaThl

| Specification / Hopma

1 i)escription / Onucanue

Identification /
IToganuHOCTH

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyriibie MIOCKOUHITHHAPHYECKHE
TabNeTKd  po30BOro  IBeTa C
BKpAIICHHSIMH, ¢ (hacKoii ¥ prcKoi
Ha OJIHOW CTOPOHE, C XapaKTEPHBLIM
3aMaxoM.

Complies as prescribed/
COOTBETCTBYET

Pink round flat-faced beveled-edge tablets
with impregnations and a score-line on one
side and characteristic odor./ Kpyrmeie
TOCKOUMIMHAPUYECKHE TabIeTKH
PO30BOTO LIBETA C BKPANJIEHHAMH, C HacKoif |
W pHCKOH Ha OOHOW CTOPOHE, ¢
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
yIEpX1BaHKS  OCHOBHBIX NHKOB  Ha
XpOMaTOrpaMMe MCIBITYEMOTO pacTBOpa
JOMKHBl  COOTBETCTBOBaTh ~ BPEMEHaM |
| yIEpKEBaHUS MUKOB Ha XpoMmaTorpamme
pacTBOpa CTaHAAPTHBIX o6pa3nos
ubynpodeHa u mapaneramona (paszen
‘ «KonuyecTBEHHO® QNPENENECHHER).

Remarks: The Product conforms to ND/
IHpumeuanue: [Tpoaykr coorBercTByeT TpeboBaHusm H]

Opinion: APPROVED
3axmouenue: OJJIOBPEHO

Prepared by /
IToxnrorosieno: Shivani Devi

J\u

Checked by /

?)

—

ITposepeno: Santosh Kumar Maurya

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoauTedb

Pavan Kumar Sharma f
=

-

Reprint Date:
Jara: 18.12.2024

Reprint Date:

Hara: 18.12.2024

Reprint Date:
Hata: 18.12.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 560034, Telangana, India
fel, #6140 4900 2900, Fax: =91 40 4900 2999, Email: mail@drrzddys.com

CiMN: L35195AP1954PLL004507
weavdrreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIU3A

Page2 of 6/ CTp. 2 U3 6

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

H6ykann IOunop®, Taéaerkn aucneprupyembie [1as aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : V20538 Pa3mep cepun : 1500000.0 Tab
Analytical Repourt No/ 040002758638 Date of Analysis / 18.12.2024
Ananuruyeckuii oruyer No ¢ JaTa anaauza:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa npou3BoACTBA : I'onern no :

Analysis performed according ND / Auanus nposenen no HJI: JITT-No(004427)-(PI'-RU)-260124

| Ne ; | Specification / Hopma

! | Test / IlokazaTeab Results / PesyabTaThl
| 3 | Average weight of tablets 363.2 mg/ 363.2 mr 357.7 mg to 3723 mg
/ Cpennsis macca . (365.0 mg + 2.0 %). /
Ta0JIeTOK Comliss oS T Or 357,7 mr Jie] 372,3 Mr
(365,0 Mr =+ 2,0 %)
4 |Disintegration / 00 min 40 sec/ 00 mun 40 cex | Not more than 3min  /

Pacnagaemocrn He 6onee 3 MuH

Not less than 70 % (Q) of C13HI8O2|
(ibuprofen) after 30 min / He menee 70 %
Q C13H1802
(ubynpoden) uepes 30 MUH

Not less than 70 % (Q) of C8HINO2
[ (paracetamol) after 30 min / He menee 70 %
Q C8HINO2
(napauetamon) depes 30 MUH

5 | Dissolution / 102 % to 108%

PacrBopenue

100 % to 104 %

Uniform suspension passing through the
JucnepcHOCTh 710 um sieve is formed / Obpasyercs
| OJHOPOZIHAS ~ CYCIIEH3Us, MpOXOoAsllas
gepes CUTO € pazMepoM oTeepcTuit 710 MKkM

6 | Dispersibility / Complies / CooTBeTCTBYET

7 |Related substances / PoncTenble npumecH

Remarks: The Product conforms to ND/
Ipumeuanue: [IponykT cooTBeTcTBYET TpeboBanusm HJJ

Opinion: APPROVED
3aknaiouenne: OJJOGPEHO

Prepared by /

IMoarorosneno: Shivani Devi

Ar

Checked by /
Iposepeno: Santosh Kumar Maurya

'
—

Approved by: Manager/Executive /
Onobpeno: Mernemkep / PykosoauTes
Pavan Kumar Sharma [ —

Reprint Date:
Jara: 18.12.2024

Reprint Date:
Hara: 18.12.2024

Reprint Date:
Jarta: 18.12.2024

Registered Oifice: 8-2-33 Ro}d No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India

Tol, +5

140 ¢9OO 2

CIM: L85195AP198APLCD04507
wiyswdiraddyz.com

G0, Fax: +41 40 4300 29¢9, Email: maii@drraddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page3 of 6/ CTp. 3u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykans FOunop®, Taéaerkn qucneprupyembie [nis aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : e Pasmep cepun : 1500000.0 Tab
Analytical Repovrt No/ 040002758638 Date of Analysis / 18.12.2024
AHanuTHYecKHIi oT4yeT Ne ; JlaTa aHanu3a:

Date of Manufacture / 1 1/2024 Date of Expiry / 10/2029

JaTa npou3BoicTsa : I'oaen no :

Analysis performed according ND / Anasus nposenen mo HJ: JITT-Ne(004427)-(PI'-RU)-260124

Ne | Test / ITloka3aTeanb

Results / PeaynpTaThl

Method 1/ Merop 1
4-Aminophenol content /
Onpenenenue cofepxaHus
4-amuHodeHosa

Method 2 / Meton 2
Determination of
Ibuprofen and Paracetamo]
unidentified impurities /

| Onpenenenne
HEHJIeHTHOHLIM POBAHHBIX
npumeceit HOynpogeHa 1
napaleramosia

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

Below BDL (BDL=0.05 %) / Huxe
nopora perucTpanun

(ITP =0.05%)

0.0002 %

' Specification / Hopma

"4-aminophenol (paracetamol impurity) - not

more than 0.005 %

4-amuHodeHon (mpumech napaueTaMmona) -
He 6onee 0,005 %

Any individual unidentified impurity of
ibuprofen or paracetamol - not more than
0.2 % '

Ennnuunas HeWAeHTHOHIHPOBAHHAS |
npuMech ubynpodeHa nin napaneTamona -
He 6onee 0,2 %

0.0002% |

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

Remarks: The Product conforms to ND/
IIpameuanne: [IpogykT COOTBETCTBYET

tpeboBanusam H/

Opinion: APPROVED
Sakiarouenue: OJJOBPEHO

Prepared by /
IToarorosneno: Shivani Devi

A

Checked by /
[Mposepeno: Santosh Kumar Maurya

R

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykospnutens

Pavan Kumar Sharma
g

Reprint Date:
Hata: 18.12.2024

Jara:

Reprint Date:

18.12.2024

Reprint Date:
Jata: 18.12.2024

Registered Of"ce 8-2
Tl +61 404

-337
80g -

7, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India

2500, Fax:
CIN: L85195AP1984PLCO04507
wiw.direddys.com

+91 40 4300 2998, Email: maii@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page4 of 6/ CTp. 4113 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoyKIuH IOHu0p®, Ta0JIeTKH Jucneprupyemsbie [ais gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : PR Pa3mep cepun : 1500000.0 tab
Analytical Repourt No/ 040002758638 Date of Analysis / 18.12.2024
AHAMMTHYECKHH oTyeT Nb : Jara anasinsa:

{Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JaTa npon3BojacTBa : I'open no :

Analysis performed according ND / Auann3s nposeaen mo HJI: JI[1-Ne(004427)-(PI'-RU)-260124

Results / Pe3yabTaThl !

| No |._ Test / IlokazaTennb

g |Microbial limits* / MukpoGuonorudyeckas yncrora*

Specification / Hopma

a) Total aerobic microbial NA | Not more than 103 CFU/g /|
count / Obiiee 4ucio He 6onee 103 KOE/r

a3poOHBIX

MHUKPOOPraHU3MOB

'b) Total combined yeasts NA Not more than 102 CFU/g /
'and mould count / Obuiee He 6onee 102 KOE/r

YUCJIO JPOMOKEBBIX U

[1JIECHEBEIX rpuboB

c) E. coli NA | Shall be absent in lg /

OrcytcTBUE B 1 T

Uniformity of dosage units / OfHOPOAHOCTb JO3UPOBAHHUS

Ibuprofen / 6ynpoden

Paracetamol /
[Tapaneramon

2.1

| The acceptance value (AV) should be not|

more  than 150 /  Tlokazatenb
npuemneMmoctd (AV) HmomkeH OBITH He
6onee 15,0

21

The acceptance value (AV) should be not
more  than 15.0 /  Tloka3arens
npuemnemoctd (AV) paomxkeH ObITH HE
oonee 15,0

Remarks: The Product conforms to ND/
IIpumeuanne: [Ipoaykr cootBercTByeT TpeboBanusam HJL

Opinion: APPROVED
3axmouenue: OJOBPEHO

Prepared by /
IToarorosneno: Shivani Devi

AT

Checked by /
[porepeno: Santosh Kumar Maurya

——

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykoBonurens

Pavan Kumar Sharma
e

Reprint Date:
Hata: 18.12.2024

Reprint Date:
Jara: 18.12.2024

Reprint Date:
JHara: 18.12.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tl +81 40 4900 2960, Fax: +41 40 4200 29299, Ernail: mail@drreddys.com

CIM: L851354P19S4PLLCO04507
wyadireddys.com
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Dr. Reddy's Laboratories Ltd.
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page5of 6/ Ctp. 5u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoykauH IOunop®, Taénerku qucneprupyemeie [aas gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : N2HD Pasmep cepnu : 1500000.0 Tab
Analytical Report No / 040002758638 Date of Analysis / 18.12.2024
AnanutrHueckuii oryer Ne : JaTa anaausa:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa npou3BOACTBA : Togen no :

Analysis performed according ND / Ananu3 nposegen no HJI: JITT-Ne(004427)-(PI™-RU)-260124

Ne
10

Test / Iloka3aTeanb

Assay / KoanuecTBeHHOE
onpeaeJjieHUe

Results / PeayabTaTnt
100.2 mg/ 100.2 mr

122.9 mg/ 122.9 mr

Specification / Hopma

90.0mg to 110.0mg of CI13HI1802
(ibuprofen) per tablet / Ot 90,0Mr no

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

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

137,5mMr C8HONO2 (nmapaueramon) B
TabneTke
11 | Package / YmakoBka 10 tablets in PVC/Al blister. 2|10 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient information |blisters and patient information leaflet in a
leaflet in a carton. / [To 10 Tabnetok | carton. / Ilo 10 tabnerok B Omuctep U3
B Omucrep uz IIBX/Al Tlo 2|IIBX/Al.Ilo 1,2 nunu 20 6MCTEPOB BMECTE
‘GHI/ICTepa BMECTE C HHCTPYKUMEH |C MHCTPYKLMEH MO NPUMEHEHUIO B NAuKy
Mo  IpPUMEHEHHIO B MavKy | KapTOHHYO.
KapTOHHYIO.
|
12 |Labeling / MapkupoBka |According to ND. /B cootsetctaun ¢ HJL.
13 | Storage conditions / In the original packaging (blister in carton) at temperature below 25°C. /
XpaHneHue B opuruHaneHoi ynakoske (6icTep B mauke) py Temieparype He oiie 25 °C.
14 | Shelf life / Cpox 5 years /5 ner
TOTHOCTH

Remarks: The Product conforms to ND/
Ipumeuanne: [IpoayxT cooTseTcTBYET TpeboBaHusM HJJ

Opinion: APPROVED
3akaouenne: OJOBPEHO

Prepared by /
IToarorosaeno: Shivani Devi

A

Checked by /

by
—

IIposepeno: Santosh Kumar Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykgsonutens

Pavan Kumar Sharma p—

Reprint Date:
Jlara: 18.12.2024

Reprint Date:

Jlata: 18.12.2024

Reprint Date:
Jlara; 18.12.2024

Registered Offica: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 560034, Telangana, India

fel:

FOLAQ 4900 2900, Fax:

CIH: L351354P1984PLCO04597

v direddys.com

91 40 4900 2999, Ermnail: mati@drreadys.com




Dr. Reddy's Laboratories [td.
Formulation Unit-6
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Dr, Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddj,
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
Page 6 of 6 / CTp. 6 u3 6
Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykaun FOnnop®, TabaeTkn gucneprupyembie [nis xereii], 100 mr + 125 mr
Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : V2402539 Paszmep cepu : 1500000.0 Tab
Analytical Repovrt No/ 040002758638 Date of Analysis / 18.12.2024
AHanuTH4eckHi oTyeT Ne : Jata ananusza:
Date of Manufacture / 11/2024 Date of Expiry / 10/2029
|[laTa npou3BoacTBa : T'onen no :
|Analysis performed according ND / Anajius nposeaen mo HJ/{: JI[1-No(004427)-(PI-RU)-260124

* 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. / UcnbiTaHue NPOBOAUTCS TOJBKO 1J1s1 Kaxaoi 20-iH cepuu nn 1is
OQHOW cepHH B rojJ, B 3aBHCHMOCTH OT TOro, 4To HacTynHT paHee. Iloka3zaTe/lb MOMET OTCYTCTBOBATH B
cepTudukaTe aHaTU3a TPOU3BOIUTEISL.

API name (INN)/
Hamvenosanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [1apalietamMmon
API manufacturer batch number / PIBM240152 APAP/24091293

Homep cepuu nponszsoaurens A®C:

FP Manufacturer API Batch number /
Homep cepuu cy6cTannmMH FERA00561 FERAO00538

npouspoauteaa LJd:

Solara Active Pharma Sciences Granules India Ltd., India /

API Manufactured by & country / Limited, India / Conapa Dxtus I'panynec Unaus Jita., Unaus
Ipoussoutent ADC, crpana: dapma Caitencus Jlumuren, Uuaus
Remarks: The Product conforms to ND/ Opinion: APPROVED
Hpumeuanne: IIponykr cooTBeTcTBYET TpeboBanusam HJI 3axawuenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHno: Shivani Devi IIposepeno: Santosh Kumar Maurya | Onobpeno: Menemxkep / Pykosoantens

b T { @__ Pavan Kumar Sharma :I——/_”/'J
Reprint Date: Reprint Date: Reprint Date:
Hata: 18.12.2024 Hata: 18.12.2024 Hara: 18.12.2024

Registered Office: 8-2-337, Road No, 2, Banjara Hills, Hydrrahari - 50NN34, Talangans, India
Tel. +91 40 4900 2900, Fax: +91 40 4260 2999, Email: maii@drrzadys.com
CIM: L85195AP1984PLCO04507
wwwe.direddys.com




