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Dr. Reddy's Laboratories Ltd.
Ferrnulation Unit-6
Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tei : +61 56166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIH3A

Page1of6/Crp. 1u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6y ximn FOnnop®, Tabnerkn aucneprapyemsie [xas gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
\Cepnst Ne : V2300234 Pa3Mep cepHH : 1500000.0 Tab

; : —
Analytical RepOft No/ 040002811053 Date of Analysis / 99.02.2025
AHaTHTHYeCKRI oT4er No ¢ JaTa anajansa: ——
Date of Manufacture / 01/2025 Date of Expiry / 12/2029
JaTta npoH3BOJCTBA : I'open mo : ]

Analysis performed according ND / Anaaus npoeegen no H/L: JITT-Ne(004427)-(PI"-RU)-260124

i Results/PesyanaTb-l_m. | Specification / Hopma

| Ne Test / IlokxazaTenn
1 |Description / Onucanne | Pink round flat-faced beveled-edge | Pink round flat-faced beveled-edge tablets |
tablels with impregnations and a|with impregnations and a score-line on one |
score-line on one side and side and characteristic odor./ Kpyrisie
characteristic odor. /| NIOCKOUUNHHAPHYECKHE TabneTku
Kpyrible NNOCKOUMIMHAPUUECKHE | PO30BOTO LBETA C BKPAMIEHUAMH, C PacKoi
TabNeTKH ~ pO30BOrO  LiBeTa C|M  DPUCKOM Ha ONHOH  CTOpOHe, ¢
BKpalNenuamu, ¢ Gackoil U PACKOI! | XapaKTEPHBIM 3AIIAX0M,
Ha OHOI CTOPOHE, C XapaKTEPHBIM ‘
3aMaxoM. f
2 |ldentification / Complies as prescribed/ I|The retention times of the main peaks on the
MopnuuHOCTE CooTBeTCTBYET chromatogram of the test solution should
correspond to the retention times of the
i |peaks on the chromatogram of ibuprofen
|and paracetamol reference standards
solution (Assay section). / DBpemena
| ymepxuBaHus ~ OCHOBHBIX ~ UMKOB  Ha
| XxpomMaTOrpaMMe MCTIBITYEMOIO PacTBOpPA
JOMKHBl  COOTBETCTBOBAaTH  BpeMeHaMm
| ynepxvBaHug MUKOB HAa XpoMaTorpaMme
 pactnopa CTAHAAPTHBIX o6pasiLoB
|ubynpogena u mnapaueTamona (pazmen
§ | «KonnyecTBeHHOE ONPEAENEHHE).
Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanue: ITpoxykT cOOTBETCTBYET TpeSoBaHHsM HI Zakmoyenune: OJJOBPEHO
Prepared hy / Checked by / i Approved by: Manager/Executive /
IogroTosnexo: Santosh Ku ar [Iporepeno: Pardeep Kumar Onobpero: Menemxep / PykosoauTeits
Maurya .S e Amit Kumar /(., e
Reprint Date: Reprint Date; Reprint Date: ¥
Iara: 22.02.2025 Hara: 22.02.2025 Iata: 22.02.2025

Hegstered UmIce: 8-2-33/, Rudd Nu. 8, Bajaiy 1k, Hyderabod 500031, Telang2na, india
Tel: +81 40 4900 2900, Fax: +91 40 4900 2998, Email; mail@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJTN3A

Page20f6/CTp. 213 6

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

U6yraun I0nnop®, Taéaerku pucneprupyemsie [aus gereii], 100 mr + 125 mr

Batch No/ . Batch Quantity / 1500000.0 tab /
Cepns Ne : 2300238 Pasmep cepHH : 1500000.0 Tab
Analytical Report No / 040002811053 Date of Analysis / 22.02.2025
AnaauTnuecknii order Ne : Hata anannsa: 'y

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

JlaTa npoM3BO/CTRA : TI'omen no : i

Analysis performed according ND / Ananns nporesien mo HJL: JITT-Ne(004427)~(PT-RU)-260124

I [ | Specification / Hopma

! Ne |  Test/IlokazaTens | Results / PesyabTaThbl .
3 | Average weight of tablets 363.3 mg/ 363.3 Mr 3577 mg to 372.3 mg
|/ Cpeausis Macca : z (365.0 mg + 2.0 %). /
{ Tabnerox Complies sz Or 357,7 Mr o 372,3 mr
(365,0 mr £ 2,0 %)
e == — —
4 | Disintegration / ‘ 00 min 23 sec/ 00 Muu 23 cex | Not more than 3 min /
| PacnagaeMocThb He 6once 3 Muu
| |
5 |Dissolution / L4 101 % to 103% |Not less than 70% (Q) of C13H1802
| Pacteopesne ! (ibuprofen) after 30 min / He meunee 70 %
Q) CIi3H1802
| (ubynpoden) uepes 30 MHH
' 100 % to 102 % Not less than 70 % (Q) of C8HONO2
(paracetamol) after 30 min / He menee 70 %
Q C8HINO2
J (napaueramon) uepes 30 MUH
6 |Dispersibility/ Complies / CoorBerctByeT | Uniform suspension passing through the
JdHcnepcHocTh 710 pm sieve is formed / OG6pasyercs
|OOHOPOAHA  CYCIIEH3Hs, TPOXOAALLas
| Yyepes CUTO C pasMepoM OTBEPCTHH 710 MKM
7 Related substances / PoAcTBeHHblE NpAMECH =

Remarks: The Product conforms to ND/ Opinion: APPROVED

ITpumeyvanne: [Ipoaykr coorBeTcTBYeT TpeboBanusam HJT 3akmoyenne: OOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMogrorosnero: Santosh Kumar | IIpoeepeno: Pardeep Kumar, Onobpeto: Menemxep / PykoBoauTeb
Maurya jg) y P [ Amit Kumar f\/“'/

Reprint Date: Reprint Date: Reprint Date: |

Hara: 22.02.2025 Hara: 22.02.2025 Hara: 22.02.2025

Registered Office: 8-2-337, Ruad No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +81 40 4200 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com
CIN: L851954P1584PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Fermulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, I.P., 173 205, INDIA
Tef . +91 56106¢ 56001-02
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CERTIFICATE OF ANALYSIS

CEPTUGHKAT AHAJIU3A

Page 3 ofG/CTp. 3mé6

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

M6y xann IOnnop®, abnerxd gucneprupyemsie |aas geveii], 100 mr + 125 Mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepns Ne: V2300234 Pa3mep cepuH : 1500000.0 T26
Analytical Report No / 040002811053 Date of Analysis / 22.02.2025
AHaaurnyeckmii oryer Ne : JlaTa anann3a:

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

JlaTa npoH3BOACTEA @ Togex 10 :

Analysis performed according ND / Anasn3 nposejen no HJI: JITT-No(004427)-(PI'-RU)-260124

I_ Ne [ Test / TTokazarenb
~ Method 1/ Merop 1

Results / Peaynnrars

" Specification / Hopma

:4-_am_inopﬁenol (paracetamol impurity) - not |

4-Aminophenol content / 0.0004 % more than 0.005 %
Ig:ziieg;::(e);;nepmaﬂm 4-amuHOGeHON (MpUMECH NapalcTaMona) -
] ] ue bonee 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 /
| [ — EnuHu4Has HenaeHTHPHUHPOBaHHaA
| T o npuMecs BBynpodena uiM NapaleTamoa -
| 0,
npumeceii ubynpodena u [0 SEEO AR
napaneramona
Total impurities (Method Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma 0.08% ]
' npumecelf (Meton 1 +
Meron 2) r
g | Microbial limits* / Mu KkpoGHONOTHYECKas HMCTOTA* e T & ‘
a) Total acrobic microbial | NA: ~ [Not more than 10’ CFU/g _f'/"
count / O6mee YHCIO He 6onee 10° KOE/r
a3pobubIX '
! MHKpPOOpraHu3MoB ‘
Remarks: The Product conforms to ND/ Opinion: APPROVED

TIpumeyanne: [lpoaykr cootsercTayer TpeGosanuam HI

Zaxmouenne: OJIOBPEHO

Prepared by /
IMoarotopneHo: Santosh Kumar
Maurya {

Checked by /
IposepeHo: Pardeep Kumar
|'

Approved by: Manager/Executive /
OxobpeHo: Merenxkep / I?‘_}:_chnonu'renb

Amit Kumar [\(, /"

Reprint Date:
Hara: 22,02.2025

Reprint Date:
Hata: 22.02.2025

Reprint Date:
Hara: 22.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganz, India
Tel: +61 40 4200 2900, Fax: +91 40 4300 2999, Email: mail@drraddys.com

CIN: L85195A4P1984PLCO0AS0Y
www.drreddys.com




Dr.Reddy’s ‘}

Dr. Reddy's lL.aboratories Ltd.
Ecrrnulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tef : +91 8166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 4 of 6/ C1p. 403 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6y kaun FOnnop®, Tabaerkn aucneprupyemsie [ans aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : 200234 Pazmep cepun : 1500000.0 Tab
Analytical Report No / 040002811053 Date of Analysis/ 22.02.2025
AHanyTHYecKHit oTyeT Nt ; Jata ananmu3a:

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

JlaTa npou3BOACTBA : Topen o ¢

Analysis performed according ND / Ananus npopexen no HJ[: JITI-No(004427)-(PI'-RU)-260124

N | Test / IlokazaTenn

! Results / PesyabTaTbl

| Specification / Hopma ! |

'Not  more 10° CFU/g /

[¢) E. coli

9 | Uniformity of dosage units

ffbuprofen! Hbymipodien

/ O}mopo;moi:"l_‘b_ngzupouaﬂm_

“1_b) Total combined yeasts NA than
and mould count / O6wee He 6onee 10° KOE/r
YHCJI0 APOXOKEBBIX H
NJIECHEBLIX TpHOOB
' "NA Shall be absent in g /

OrcyrctBue B 1 1

24

more  than 150 / [Tokaszatennb
npuemnemoctd (AV) gHomken Obith He
6onee 15,0

Paracetamol /
[Tapaueramon

2.4

The acceptance value (AV) should be not
more  than 15.0 /  Iloxasarent
npuemnemoctn (AV) pomikeH OwITeb HE
[6onee 15,0

10 |Assay/ Koan4yecTBeHHOE
onpepxeenne

100.4 mg / 100.4 mr

123.8 mg/ 123.8 Mr

90.0mg to 110.0mg of CI3HISO2|
(ibuprofen) per tablet / Or 90,0 mr no
110,0 mr CI13H1802 (nbynpoden) B
Tabnerke

1125mg to 137.5mg of C8HSNO2Z
(paracetamol) per tablet / Ot 112,5 Mr /10|

Remarks: The Product conforms to ND/
Ipumeuanue: [Iponykr cooTeercTByeT TpeboBaruam H

Opinion: APPROVED
Baxmaouesne: OJJOBPEHO

Prepared by /
TMoaroroeneno: Santosh Kumar

Maurya

Checked by /
Hpoeepeno: Pardeep Kumar

e
e

|
<

Approved by: Manager/Executive /
Opobpero: Merejpkep / PykoBOLUTEND
Amit Kumar e

.Y o
—/‘_/--

Reprint Date:
Iata: 22.02.2025

Reprint Date:
Hata: 22.02.2025

Reprint Date: ¥
JHara; 22.02.2025

Registered Qtfice: 8-2-33/, foad No. 3, Banjfxra Hills, Hyderabad - 500033, Telsngana, India
Tel: +81 40 4200 2900, Fax; +91 40 4900 2999, Email: mail@drraddys.com

CiN: L851954P1384PLC004507
www.drreddys.com




Dr.Reddy’s ":‘

Dr, Reddy's Laboratories Ltd .
Fermulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Sofan, H.F., 173 205, INDIA

[aY ot Eeked 50001_0‘1

-_.1 INANY] - .
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www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTU3A

Page 50f6/CTp. 513 6

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

H6yxnun FOruop®, TabieTku Aucneprupyemeie [ams aereii], 100 mr + 125 mr _

Batch No / Batch Quantity /  {1500000.0 tab /

Cepnsa Ne : ¥2200234 Pa3mep cepHH : 1500000.0 Ta6

Analytical Report No / 040002811053 Date of Analysis / 22.02.2025
AHaauTuueckuil oruer Ne : JaTa amaan3a: - |
Date of Manufacture / 01/2025 Date of Expiry / 12/2029

JIaTa NpPON3BOACTRA : Tonen a0 : 1
Analysis performed according ND / Anannz nposeaen no HJl: JIMI-Ne(004427)-(PI™-R1U)-260124

| N | Test / [ToxazaTens

| Results / PeayisraTs Specification / Hopma

i : [137,5Mr C8HO9NO2 (mapauetamon) &

TabneTke
|

|

[

’ 11 |Package / YnakoBka
I

|

|

[

10 tablets in PVC/AI blister. 1, 2 or 20
'blisters and patient information|blisters and patient information leaflet in a|
leaflet in a carton. / TTo 10 Tabnetox ! carton. / ITo 10 Tabnerox B baucrep nu3
B 6mucrep w3 TIBX/Al. Tlo 2 IIBX/Al Ilo 1,2 unu 20 6n1cTepoB BMECTe
|GucTepa BMeCTe ¢ WMHCTpYKUMEH |C HHCTPYKHHMEH MO NMPHMEHEHHIO B MAYKy

|
[10 tablets in PVC/Al blister. 2

: M0 OpPUMEHEHHIO B TIAYKY | KAPTOHHYIO.

| KapTOHHY!O. |

12 |Labeling / MapxupoBka | According to ND. / B cootserctanu ¢ HII, ‘

13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25°C. / |
XpaneHnue B opuriHansHoilt ynakoske (614CTep B auKe) IPH TEMIEPATYPE HE BbILIE 25 °C.

|" 14 |Shelflife / Cpok S years / 5 ner '
rOAROCTH .

| I

* 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. / HenbITalHe NPOBORHTCA TOAbKO A1 KaAgoi 20-if cepu i 1M JLIA
oaHoli cepum B rofl, B 3aBHCHMOCTH OT TOTO, YTO HACTYNHT paHee. [Moka3aTeqbL MOXKET OTCYTCTBOBATH B

cep"m(bmcaTe AHAIMN3A ITPOH3IBOAHTCJIS.

Remarks; The Product conforms to ND/

TIpumeuanue: ITpoaykr cootseTcTRYeT Tpebosauuam HJI

Opinion: APPROVED
Jaxmovenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Mogroropneno: Santosh ar | [Iposepeno: Pardeep Kumar Opnobpeno: Menemxep / RyxkoBoiuTE b
Maurya (/8 S Amit Kumar /\/ o

Reprint Date: Reprint Date: Reprint Date: '

Hara: 22.02.2025 Jara: 22.02.2025 Hata: 22.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, india
Tel: +S1 40 4200 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLCO04507
www.drreddys.com




Dr.Reddy’s ‘g‘.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

Dr. Reddy's Laboratories Ltd.
Forraulation Unii-6

Vill. Kho!l, Nalagarh Road, Daddi,
Disit. Solan, H.P., 173 205, INDIA
Joi . +91 $8166 56001-02
www.drreddys.com

Page 6 of 6/ CTp. 6 113 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyrxmn Hunop®, TafneTkn aucnepripyemure s aereit], 100 mr + 125 mr

Batch No/ Batch Quantity/  |1500000.0 tab/
Cepus Ne : ea0023 Paimep cepun : 1500000.0 126
Analytical Repo:’t No/ 040002811053 Date of AnalySIs / 22.02.2025
AHaJauTudecKHit oTuer Ne : JlaTa aHaam3a:

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

Jlara nponsBoAcTBa ;@ Tonen go :

Analysis performed according ND / Araan3 niposeies no HII: HI'I-NQ(UO-MZTJ;I'I’I‘-RUJ-26(}124

API name (INN) /

Haumenobaune ADOC (MHH):

Tbuprofen / 6ynpoden

Paracetamol / TTapaneramon

API manufacturer batch number /

npouszsoauTeas LJIdD:

PIBM240211 APAP/24091296
Homep cepun npoussoantens ADC:
FP Manufacturer API Batch number /
Homep cepun cyOcTaHUMH FERA00683 FERA00540

API Manufactured by & country /
Ilpouasoauteas APC, crpana:

[ Solara Active Pharma Sciences
Limited, India / Conapa 3KxtuB

®apma Caiiexcus Jinmuten, Muaus

Granules India Ltd,, India /
T'panynec Mupusa Jita., Muaus

Remarks: The Product conforms to ND/
I pumeuanne: [Ipoaykr cootsercTByet Tpebosatiam HA

Opinion: APPROVED
Zaxmouerne: QJJOEPEHO

Jlara: 22.02.2025

Iara: 22.02.2025

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

[MoarorosneHo: Santosh Kumar | [Tposepeuo: Pardeep Kumar, Ono6peno: Menemxkep / PykoBOIHTENb
F: 7 3 ’ - R ) -

Maurya c:g) 3 el Amit Kunar ,\(/ ~

Reprint Date: Reprint Date: Reprint Date; ¥

Hara; 22.02.2025

Regislered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderaiad - 500034, Telangane, india
Tel: +51 40 4200 2900, Fax: +1 19 4900 2998, Email: mail@drraddys.com

CIN: L85195/4P1984PLCO04507
yewiw.dereddys.con




