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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page 1 of 6/ Crp. 143 6

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

Noykann IOHn0p®, TabJIeTKHN Aucneprupyemble [ans aereii], 100 mr + 125 mr

Batch No / V2500186 Batch Quantity / 1500000.0 tab /
Cepus Ne : Pasmep cepun : 1500000.0 Tab
Analytical Repo:‘t No / 040002807981 Date of Analysis / 14.02.2025
AHamHTHYecKHii oTueT No : JaTa aHayn3a:

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

JaTa npou3BOJCTBA : | I'ogeH o :

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

Ne | Test / IToka3zarens

1 |Description / Onucanne

|
2 |Identification /
IoaauuHOCTD

| Pink round flat-faced beveled-edge‘Pink round flat-faced Ee;eled-e:ige tablets

| 3anaxoMm.

Results / Pe3yabTaThl | Specification / Hopma

tablets with impregnations and a|with impregnations and a score-line on one
score-line on one side and|side and characteristic odor./ Kpyrabie
characteristic odor. /| MIOCKOLMIMHAPUYECKHE TabneTku
Kpyribie MIOCKOLUNMHAPHYECKHE | pO30BOr0 LBETA C BKPATUIEHHAMH, C QaCKOH
tTabneTkd  PO30BOrO  1BeTa C M PUCKOH Ha OQHOH  CTOpoHe, ¢
| BKpanJICHUAMH, C (backoit U pHCKO# | XapaKTEpPHBIM 3aMaXxoM.

| Ha OJ{HO# CTOPOHE, € XapaKTePHBIM |

|

| 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
yIOEepKUBAHHS ~ OCHOBHBIX  [IMKOB  Ha
XpoMaTorpaMMe HCIBITYCMOrO pacTBoOpa
NOJKHBI ~ COOTBETCTBOBAThH  BpeMeHaM
yAepXHBaHUS TTMKOB Ha XpOMaTorpamMMe
pacTBOpa CTaHIapTHBIX 00pazLoB

Complies as prescribed/
CoOTBETCTBYET

ubynpodeHa u mnapaeramona (paszen
«KoNiuecTBEHHOE ONPENEIICHUEN).

Remarks: The Product conforms to ND/
Ipumeuanue: [Tpogykr cooTBeTcTBYET TpeboBanuam HJJ

Opinion: APPROVED
3akaiouyeHue: OHOBHEHO

Prepared by /
IMogrorosnexo: Sarita

| [Tposepeno: Santosh Kuy

Approved by: Managey/Executive /
OpnobpeHo: Menenkep / PykoBoOMTENDb

gr Maurya
|} ) /

Checked by /

Abhishek Chauhan

o — e

Reprint Date:
Jara: 14.02.2025

Reprint Date:
JHara: 14.02.2025

Reprint Date:
Jara: 14.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. 491 40 4900 2500, Fax: +971 40 4900 2999, Email: maii@drraddys.com

CIN: L85135AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Page2of 6/ C1p. 2 43 6

[Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykann FOrnop®, Ta6nerkn aucneprupyemsie [as gereii], 100 mr + 125 mr

Batch No/ V2500186 Batch Quantity / 1500000.0 tab /
Cepust Ne : Pa3mep cepun : 1500000.0 Tab
Analytical Repo:‘t No/ 040002807981 Date of Analysis / 14.02.2025
AnanuTnyecknii oTyer Ne : Jata ananusa:

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

JlaTa npou3BoacTBa : T'ogen go :

Analysis performed according ND / Anajns nposenen no HJI: JI[1-Ne(004427)-(PI"-RU)-260124

’ Ne Test / IlokazaTens

3 | Average weight of tablets |

/ Cpeansisa macca
TabJIeTOK

Results / PesynbTaTsl

Specification / Hopma

363.1 mg/ 363.1 mr

Complies/CooTBETCTBYET

4 |Disintegration /
| PacnajgaemocTth

00 min 49 sec / 00 MuH 49 cek

357.7 mg to 372.3 mg
(365.0 mg + 2.0 %). /
Or 357,77 Mr Jo 372,3 mMr
(365,0 Mr = 2,0 %)

Not more than 3 min h

He 6onee 3 Mmun

5 |Dissolution /
Pacreopenne

101 % to 103%

100 % to 102 %

Not less than 70 % (Q) of C13H1802
(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
[ (napaneramon) uepes 30 MuH

6 |Dispersibility /
JucnepcHocTb

Complics / COOTBCTCTBYET

| Uniform suspension passing through the
[710 pm sieve is formed / OB6pasyetca
ONHOpPOIHAS  CYCIEH3Hs, HpOXOIISIH_laﬂ|
yepes CUTO C pa3MepoM oTBepcTuil 710 MkM |

7 Related substances / PoscTBeHHbIE TPHMECH

Remarks: The Product conforms to ND/
ITpumeuanue: [Tpoaykt coorseTcTBYET TpeboBanuam HJI

Opinion: APPROVED
3akmouenue: OJOBHEHO

Prepared by /
IMogrorosiaeno: Sarita

Checked by /

| [TpoBepeHo: Santosh Kum% Maurya

V y
A

7

Approved by: Manager/[Executive /
Opobpeno: Menemxep|\ PykosganTens
Abhishek Chauhan

Reprint Date:
JHara: 14.02.2025

Reprint Date:
Hata: 14.02.2025

Reprint Date:
Hara: 14.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, indiza
Tel: +61 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L35195AP1284PLCO04507

wwpdrreddys.com
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Page30f 6/ CTp.3u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOunop®, Tabnerkn qucneprupyemsie [ns gereii], 100 mr + 125 mr

Batch No/ V2500186 Batch Quantity / 1500000.0 tab /
|Cepusi Ne : Pasmep cepun : 1500000.0 Tab
| i =

Analytical Repovrt No/ 040002807981 Date of Analysis / 14.02.2025
AnanaTHyecKnii oTyer No @ JlaTa aHaJu3a:

Date of Manufacture / 01/2025 Date of Expiry / 12/2029
JaTa npou3BoACTBA : I'onen 1o :

Analysis performed according ND / Anasin3 nposesen no HJI: JITI-Ne(004427)-(PI™-RU)-260124

| Specification / Hopma

aspoOHKIX

count / Ob1uee 4nciao
MHKpPOOPraHH3MOB ‘

l Ne |  Test/ Ioxasarens Results / Pe3yabraTsl _
| Method 1 / Meton 1 .14-aminophenol (paracetamol impurity) - not
4-Aminophenol content / 0.0002 % more than 0.005 %
?npeaen(;me CORCPHAHHA 4-amuHodeHon (MpMMech napalneramona) -
~aMHROBEHOA we Gonee 0,005 %

Method 2 / Metoa 2 | Any individual unidentified impurity of

Determination of i 0.07% ibuprofen or paracetamol - not more than

Ibuprofen and Paracetamol ’ 0.2 %

unidentified impurities /
Enunuunas HeufeHTH QUL POBaHHAS

Onpeznenexue
npuMech nbynpodeHa unu napayeTaMmora -

HeuAeHTUHLIPOBAHHBIX N

. He 6onee 0,2 %

npuMeceii ubynpodeHa u

| mapaieTamorna

Total impurities (Method | Not more than 0.7 % / He 6osee 0,7 %

1+Method 2) / Cymma 0.07%

npumeceil (Meron 1 +

Merton 2)

8 ‘Microbial limits* / MukpoGuonurudeckan uncroa’ R

a) Total aerobic microbial | NA Not more than 10° CFU/g /

He 6onee 10° KOE/r

Remarks: The Product conforms to ND/
ITpameuanue: IIponykT cootBeTcTByeT TpeboBaHHsM H/I

Opinion: APPROVED
3axmouenune: OJJQBPEHO

Prepared by / Checked by /

IMoarorosneHo: Sarita W’Hposepeﬂo: Santosh Kumar Maurya

Approved by: Manager/Executive /
OpnobpeHo: Menem p / PyfoBonutensb
Abhishek Chauhan

@

Reprint Date:
Jara: 14.02.2025

Reprint Date:
Hata: 14.02.2025

Reprinl Dale:
JHata: 14.02.2025

a_ a2

Registered Oifice: 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: L85195AP1384PLC0O04507
wwwdrreddys.com




Dr.Reddy’s €:¢

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
Page 4 of 6/ CTp. 4 u3 6
Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxaun FOnuop®, Taéaerku aucneprupyemble [ais gereii], 100 mr + 125 mr
Batch No / V2500186 Batch Quantity / 1500000.0 tab /
Cepus No : Pa3smep cepuu : 1500000.0 Tab
Analytical Report No/ 040002807981 Date of Analysis / 14.02.2025
AHajuTH4YeckHii oTdyeT No : JaTa aHanusza:
Date of Manufacture / 01/2025 Date of Expiry / 12/2029
JlaTa npousBoaCTBAa : T'open no :
Analysis performed according ND / Anaaus nposeaen o HJI: JI[T-Ne(004427)-(PI"-RU)-260124

—

Specification / Hopma

| Ne Test / IlokazareJb Results / Pe3yibTaThl
b) Total combined yeasts NA
and mould count / O61uee
YHUCIIO JPOAOKEBBIX U
TNJIECHEBBIX MPUOOB
¢) E. coli NA

Uniformity of dosage units

/ ORHOPOJHOCTH RO3UPOBAHUS

TShall  be

|
— |
Not  more  than 10° CFU/g  /

He 6onee 10> KOE/r

absent in 1g /
[OrcyrcTBUE B 1 T

Ibuprofen / U6ynpoden

Paracetamol /
[Tapaneramon

10 | Assay/ KonnuyecTBeHHOE
ompeaeJeHHe

1.4

The acceptance value (AV) should be not
more  than 15,0 /  Tlokasatenp
npuemieMoctd (AV) gomxeH ObITb He
bonee 15,0

1.2

98.0 mg / 98.0 mr

122.8 mg/ 122.8 mr

| The acceptance value (AV) should be not

more  than 15.0 /  Tlokazsarens
npuemnemoctd (AV) nomxed OBITh He
bonee 15,0

90.0mg to 110.0mg of CI3HI802
(ibuprofen) per tablet / Ot 90,0 Mr g0

110,0 mr CI13H1802 (ubynpoden) B
TabneTKe
112.5mg to 137.5mg of C8HINO2

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

Remarks: The Product conforms to ND/
IIpumeqanue: [Iponykr coorBeTcTBYeT TpeboBanuam H]J

Opinion: APPROVED
3akjroueHue:; O)I_OHPEHO

Prepared by /
IToxnrorosnieHo: Sarita

Checked by /

| TIpoBepeno: Santosh Kum?lMaurya

£ &

Approved by: Managgr/Executive /
Ono6peno: Menemkep / PykoBautens
Abhishek Chauhan | ?

Reprint Date:
Jara: 14.02.2025

Reprint Date:
Hara: 14.02.2025

Reprint Date:
JHara: 14.02.2025

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

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

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

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

Page Sof 6/ C1p. 5u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yknun FOuunop®, Taénerku aucneprupyembie [ns aereii], 100 mr + 125 mr

Batch No / V2500186 Batch Quantity / 1500000.0 tab /
Cepusa Ne : Pa3mep cepuu : 1500000.0 Tab
Analytical Repo:'t No/ 040002807981 Date of Analysis / 14.02.2025
AHajuTHYecKkuii oTueT No : JlaTa aHaau3a:

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

JlaTa npou3BOACTBA : I'opeH fo :

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

NQI

Test / Iloxazarennb

Results / PesyabTaThl

Specification / Hopma

137,5Mr C8HI9NO2 (mapauertamon) B
TabneTke

11 Package / YnakoBka

10 tablets in PVC/Al blister. 2
blisters and patient information
leaflet in a carton. / ITo 10 Tabnerox

MO  NpUMEHEHWI0 B  MadkKy |

KapTOHHYIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and patient information leaflet in a
carton. / [To 10 Tabnerox B OJiucrep u3
B Omactep us ITIBX/Al. Tlo 2 TIBX/Al Io 1, 2 uau 20 61mctepoB BMECTE |
GnKcTepa BMeCTe C MHCTPYKLIHEH | C WHCTpYKUHEH 10 NPUMEHEHHUIO B MA4KY |
KapTOHHYIO. '

12 |Labeling / MapkupoBka

According to ND. / B cootBercTBuu ¢ HJI.

13 | Storage conditions /

In the original packaging (blister in carton) at temperature below 25 °C. /]

XpaHeHnne B opurmiHansHoit ynakoske (6ictep B auke) npy temneparype He Bbitue 25 °C.
14 | Shelf life / Cpox 5 years/ 5 net
TOTHOCTH

* 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. / UcnbiTanHe NPOBOAUTCS TOJBKO NS KaxKI0H 20-H cepuH WIH 1A
OJHOI CepHHd B roj, B 3aBHCHMOCTH OT TOro, 4T0 HacTynuT paHee. Ilokaszarens MOXKeT OTCYTCTBOBATHL B
cepTuduKaTe aHATH3a NPOH3BOHTEIIA.

Remarks: The Product conforms to ND/
ITpumeuanue: [Ipoaykr coorsercTByeT TpeboBanusiM HJI

Opinion: APPROVED
Bakmouenue: OJIOBPEHO

Hata: 14.02.2025

Harta: 14.02.2025

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

IMoarorosneHo: Sarita [IpoBepeno: Santosh Kumar Maurya | OnobpeHo: Menenn[ p / PykoBomuTens
W X Abhishek Chauhan

Reprint Date: Reprint Date: Reprint Date: 1

Jara: 14.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4300 2999, Email: maii@drraeddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

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

Page 6 of 6/ CTp. 6 u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOunop®, Tabnerku aucneprupyemsie s aereii], 100 mr + 125 mr

Batch No / V2500186 Batch Quantity / 1500000.0 tab /
Cepust Ne : Pa3smep cepum : 1500000.0 Tab
Analytical Report No/ 040002807981 Date of Analysis / 14.02.2025
AHanuTuyeckuii ordyer Ne : JlaTa aHaJau3a:

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

JlaTa Npou3BOACTBA : T'open 1o :

Analysis performed according ND / Auasmus mposeaes mo HJI: JITT-Ne(004427)-(PI'-RU)-260124

API name (INN) /

npoussoautess I'JID:

 Haumenosanne ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / Ilapanetamon
API manufacturer batch number / PIBM240210 APAP/24091296
Homep cepuu npouspogutesss APC:
FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIUM FERAO00681 FERAQ0540

IIpousBogutess ADC, crpana:

API Manufactured by & country /

Solara Active Pharma Sciences
Limited, India / Conmapa DKTHB

®apma Caitencus Jlumuren, Uuaus

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

Remarks: The Product conforms to ND/
IIpumeuanne: [Iponykr coorBeTcTBYET TpebosanusM HJI

Opinion: APPROVED
3akia04yeHue: O.II.OE.‘)EHO

Hata: 14.02.2025

Hara: 14.02.2025

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

Iogrorosneno: Sarita IIpoeepeno: Santosh Kumag. Maurya | Onobpeno: Menemigep / Pykpsoantens
g~ *371 Abhishek Chavhan (__

Reprint Date: Reprint Date: Reprint Date:

Jata: 14.02.2025

Registered Office: 8-2-337, Road No. 3, 2anjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel. +91 40 4900 2500, Fax: +91 4C 4900 2999, Email: maii@drreddys.com

CIN: LB5195AP1984PLC0O04507
www.drreddys.com




