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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page 1 of 6/ CTp. 113 6

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

U6yksnn FOunop®, Tabaerku aucneprupyembie [as gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : P Pa3mMep cepHH : 1500000.0 Tab
Analytical Repourt No / 040002828569 Date of Analysis / 01.03.2025
Anajurryeckuii oruer No : JlaTa ananmn3a:

Date of Manufacture / 02/2025 Date of Expiry / 01/2030

JlaTa npon3BOACTBA : T'onen go :

Analysis performed according ND / Anasu3 nposeaen mo HJI: JIT1-Ne(004427)-(PT-RU)-260124

Ne Test / IlokaszaTeanb

Results / Pe3yibTaThl | Specification / Hopma

1 Escription / Onucanue

2 |Identification /
' IToptnHHOCTH

Pink round flat-faced beveled-edge | Pink round flat-faced beveled-edge tablets
tablets with impregnations and a|with impregnations and a score-line on one
score-line on one side and|side and characteristic odor./ Kpyrisle
characteristic odor. /| MNOCKOUMIUHAPUYECKHE TabJeTKu
Kpyriible MI0CKOLIMHAPHYECKHE | pO30BOro LBETA C BKPAIIEHUSAMHU, C Gackoi
TabNETKM  PO30BOrO  ILBETA C|M  PUCKOW Ha OJHOW  CTOpOHE, ¢
BKpaIJIeHussMH, ¢ GacKod U PUCKOH | XapaKTEPHBIM 3a11aXOM.

Ha OJIHO CTOPOHE, 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). / Bpemena
yIep>KUBaHWUS  OCHOBHBIX IIMKOB  Ha
XpoMarorpaMme MCIBITYEMOIO pPacTBopa
(AOJDKHBI  COOTBETCTBOBATh ~ BpEMEHaM
yIepXUBaHUS MUKOB HAa XpOMaToOrpamme
pacTBopa CTAHAAPTHBIX 06pa3uos
‘ubynpodena u mapaueramona (paszen
| «KonmuuecTBEHHOE ONpeaeieHHE).

Complies as prescribed/
CooTseTcTBYET

Remarks: The Product conforms to ND/
IIpumeyanue: [Iponykr cooTBeTcTBYET TpeboBanuam HJT

Opinion: APPROVED
3akmouenue: OJOBPEHO

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

[ToarotoBnexno: Rama Ki_gt IposepeHo: Pardeep Kumar Onobpeno: Menemxkep fLPYKOBO,U,HTB.flh
A@M\W Qf_’_,' Amit Kumar ,N- //

Reprint Date: } Reprint Date: Reprint Date: |

Jata: 01.03.2025

Hara: 01.03.2025 Jara: 01.03.2025

27, Road No. 3, Banjara Hills, Hyderabad - 500934, Telangane, India
02900, Fax: +97 40 4800 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.direddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page2 of 6/ CTp. 2u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykann FOunop®, Tabserku aucneprupyemsie [nust gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : et Pasmep cepuu : 1500000.0 Tab
Analytical Repourt No/ 040002828569 Date of Analysis / 01.03.2025
AHaquTHYeCKHi oT4eT Ne : Jara anainsa:

Date of Manufacture / 02/2025 Date of Expiry / 01/2030

JlaTa Npon3BOACTBA : I'open o :

Analysis performed according ND / Ananu3 nposeaen mo HJI: JIT1-Ne(004427)-(PI'-RU)-260124

! Ne Test / llokaszaTennb

| Results / PesynbTaThl

| Specification / Hopma

/ Cpennsig Macca
TabJ1eToK

4 | Disintegration /
PacnagaemocThb

5 |Dissolution /
PacTrBOpenue

3 | Average weight of tablets

366.3 mg/ 366.3 Mr

Complies/CooTBETCTBYET

00 min 33 sec/ 00 MuH 33 cek

357.7 mg to 3723 mg
(365.0 mg + 2.0 %). /
Or 357,7 Mr J0 372,3 Mr
(365,0 Mr £+ 2,0 %)

Not more than 3 min /

He 6onee 3 MuH

101 % to 105%

99 % to 103 %

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

(ubynpogen) uepes 30 MuH

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

(mapaueramonn) uepes 30 MUH

6 | Dispersibility /
JlncnepcHOCTh

Complies / CoOoTBETCTBYET

Uniform suspension passing through the
710 um sieve is formed / OB6pasyercs
ONHOPOJHAsT  CYCHEH3us, Mpoxoidiias
yepes CUTO ¢ pa3MepoM OTBepCTUH 710 MKkM

7 |Related substances / PoacTBEHHBIE npUMeCH

Remarks: The Product conforms to ND/
ITpumeuanue: [TpoaykT cooTBeTcTBYeT TpeboraHuam HJL

Opinion: APPROVED
3akawyenne: OJOBPEHO

Prepared by /
Ioarotosneno: Rama Kant

el

Checked by /
IIporepeno: Pardeep Kumar

o —

Approved by: Manager/Executive /
Onobpeno: Menenxep / PykoBoguTesib
Amit Kumar Fa’\/- L

Reprint Date: N
Hata: 01.03.2025

Reprint Date:
Jarta: 01.03.2025

Reprint Date: |
Hara: 01.03.2025

Registered Office: 8-2-337, Road No

3, Banjara Hills, Hyderaboad - 506034, Telangana, India

Tel: 91 40 4900 2900, Fax: +01 403500 2938, Email mail@drreddys.com

CiN: L85195AP1934PLLO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Page3 of 6/ CTtp. 313 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyknun IOHuop®, Tabnerku aucneprupyemsie [1us aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : Mt Pasmep cepun : 1500000.0 Tab
Analytical Repo:‘t No/ 040002828569 Date of Analysis / 01.03.2025
AnanuTnyeckuii order No : Jata ananusa:

Date of Manufacture / 02/2025 Date of Expiry / 01/2030

JlaTa npoH3BOACTBA : Topen o :

Analysis performed according ND / Anau3s nposeien mo H/I: JITT-Ne(004427)-(PT-RU)-260124

No Test / IlokazaTenan

| Results / Pe3yabTaTnl

| Specification / Hopma

Method 1/ Merton 1
4-Aminophenol content /

4-amuHOQEHONA

0.0001 %

OnpeaeneHne COAEPKaHUA |

Method 2 / MeTop 2
Determination of

unidentified impurities /
OnpenencHue
HeuAeHTUHLMPOBAHHBIX
npumeceit ubynpodeHa u
napaieTamona

Ibuprofen and Paracetamol

0.06%

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

0.06%

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

4-amuHobeHoN (MpUMECh NapaleTamona) -
He 6onee 0,005 %

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

EnvHuYHas HeMAeHTU QUM POBaHHAS
npumechk ubynpodeHa Uil napaueTamona -
He 6onee 0,2 %

‘Not more than 0.7 % / He 6onee 0,7 %

g | Microbial limits* / Mukpo6ronoru4eckas 4ncToTa*

ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusaM H/I

a) Total acrobic microbial NA Not more than 10° CFU/g /
counl / OLLiEe Yucav IIc Gonee 10* COL/r
a3pOoOHBIX
MMKPOOPraHU3MOB
Remarks: The Product conforms to ND/ Opinion: APPROVED

3axsmouenue: OJOBPEHO

Hara: 01.03.2025

JHara: 01.03.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[JoarorosneHo: Rama Kant IpoBepeHo: Pardeep Kumar Onobpeno: Menemxep / PyKOBOIUTED
muﬁ(‘ e Amit Kumar  \_-" -
S == e
Reprint Date: ' Reprint Date: Reprint Date: !

Jata: 01.03.2025

Registered Office: 8-2-337, Road No.

3, Banjara Hills, Hyderabad - 506334, Telangana, India

Tol- +91 40 2800 2900, Fax: 481 40 2800 2999, Email: mail@drreddys .com

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

Paged4 of 6/ CTp. 4 u3 6

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

U6ykann FOunop®, Tabaerku qucneprupyemsie [aus geteii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : Mt Pasmep cepHH : 1500000.0 a6
Analytical Repovrt No / 040002828569 Date of Analysis / 01.03.2025
AHanuTHYecKHii oTyer No : Jata anaym3a:

Date of Manufacture / 02/2025 Date of Expiry / 01/2030

JlaTa npoH3BOJCTBA & Toaes g0 :

Analysis performed according ND / Ananns nposesen no H/I: JHT1-Ne(004427)-(PT'-RU)-260124

Specification / Hopma |

! Ne ! Test / IlokazaTeib ! Results / Pe3yibTaTh!
'b) Total combined yeasts NA Not more than 10* CFU/g /
and mould count / Obuiee He 6onee 10> KOE/r
| YHCII0 IPONOKEBBIX M
| I1IECHEBBIX 'PHOOB
l |c) E. coli NA Shall be absent in lg /
| OtcyrctBUe B 1 T
i_9 Uniformity of dosage units / ORHOPOAHOCTb JO3UPOBAHUS R
| .' Ibuprofen / U6ynpodeH R 1.5 The acceptance value (AV) should be not |
| - more than 150 /  Ilokasatens
| | npuemiemoctd (AV) pomkeH ObITb He
6onee 15,0
| Paracetamol / 1.4 | The acceptance value (AV) should be not |
| [Tapaueramon |more  than 15,0 /  Ilokazarens
npuemiemMoctH (AV) nomkeH ObITb He
6onee 15,0
[ - .
| 10 | Assay / KoinuecTBeHHOE 100.3 mg / 100.3 mr ‘90.0 mg to 110.0mg of CI13HI1802
olipefiesicHue ' (ibuprofen) per tablet / Ot 90,0 Mr no|
110,0 mr CI3H1802 (ubynpogeH) B
| TabneTke
i 124.2 mg/ 124.2 mr 112.5mg to 137.5mg of C8HINO2
| (paracetamol) per tablet / Ot 112,5 mMr no

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanne: [Ipoayxt coorBeTcTBYET TpeboBaHuaM HJI 3axawyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarororneno: Rama Kant ITposepeno: Pardeep Kumar Onobpeno: Menemxep fL]?yKOBOLlI/ITeJ'IB
i Amit Kumar INF
w f / N
Reprint Date: \ Reprint Date: Reprint Date: |
Hara: 01.03.2025 Hara: 01.03.2025 Hata: 01.03.2025
Registered Qfiice: 8-2-337, Road Na. 3, B wjara Hills, Hyderabad - 500934, Telangana, India

Tel: 4971 40 2900 2900, Fax +4 02099, Emnil: mail@drreddvs,com
CIM: 35108 A 1934PLCO04507
vewwedrreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIMU3A

PageSof 6/ CTp. Su3z 6

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

H6ykann FOunop®, TabieTku aucneprupyemblie [1as aeteii], 100 mr + 125 Mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepust Ne : M Pa3mep cepuH : 1500000.0 Tab
Analytical Repo“rt No/ 040002828560 Date of Analysis / 01.03.2025
AHajurnyeckuii oTuer Ne : Jata ananmsa:

Date of Manufacture / 02/2025 Date of Expiry / 01/2030

JlaTa npoH3BOACTBA : I'onen no :

Analysis performed according ND / Anasnn3 nposeaen mo HJI: JITT-Ne(004427)~(PT'-RU)-260124

Ne Test / TlokazaTesb Results / Pe3yabTaTh! | Specification / Hopma !

R [137,5mMr C8HYNO2 (mapateramon) B
Tabnerke

11 |Package / YnakoBka 10 tablets in PVC/AI blister. 2|10 tablets in PVC/ALI blister. 1, 2 or 20

blisters and patient information |blisters and patient information leaflet in a
| leaflet in a carton. / ITo 10 Tabnerok |carton. / [To 10 tabnerox B 6aucrep u3|
B 6muctep u3 IIBX/Al. Ilo 2|IIBX/Al Io 1,2 unm 20 61ucTepoB BMeECTE
OnucTepa BMeCTe ¢ HMHCTPYKIMEH |C MHCTPYKLHEH MO NMPUMEHEHHIO B NayKy |
Mo  MOpHMMEHEeHHI0 B MauKy | KAPTOHHYIO.

KapTOHHYIO.

12 |Labeling / Mapkuposka |According to ND. /B cootercteun ¢ HJI.

13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25°C. /
Xpanenue B opuruHaibsHO# ynakoske (G1McTep B adke) py Temnepatype He Boile 25 °C. |
14 | Shelf life / Cpox 5 years / 5 net
TOIHOCTH

* 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, / McnpITaHHE NPOBOAHTCS TOJBKO ISt KAXKA0H 20-i cepHH HIIH NJIs1
OHOHi cepHH B roj, B 3aBHCHMOCTH OT TOro, 4yro HacTymur paHnee. Ilokasarenr MoOXeT OTCYTCTBOBaThL B
cepruduKaTe aHAIH32 NPOH3BOAHTEIISL.

Remarks: The Product conforms to ND/ Opinion: APPROVED

IMpumeuanue: [Tponykr cooTBeTcTBYET TpeboBanusm HJI 3akmoyenue: OJIOGPEHO

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

IMoarorosneHo: Rama Kant IIposepeno: Pardeep Kumar Opobpeno: Menemxep / PykoBogurens
a@w\uf R Amit Kumar /\ s

Reprint Date: 1 Reprint Date: Reprint Date: |

Jara: 01.03.2025 Hara: 01.03.2025 Hara: 01.03.2025

Registered Office. 8-2-337, Road Mo, 3, Banjara Fills, Hyderabad - 500934, Telaingana, India
Tel: 4971 40 4200 2900, Fox. 91 40 4200 2999, Email: mail@drreddys.com
CIN: LS5195AP1984PLCO04507
wwvy.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

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

Viil. Khol, Malagerh Road, Baddi,
Distt. Solan, K., 173 205, INDIA
el s #9028 L66 H6001-02

www. drreddys.comn

Page 6 of 6/ CTp. 6 u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yknna FOunop®, TabaeTkn aucneprupyemble [11s gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : Mt Pa3mep cepuu : 1500000.0 Tab
Analytical Report No/ 040002828569 Date of Analysis / 01.03.2025
AHAINTHYECKHIT 0TYeT Ne : JlaTa aHajausa:

Date of Manufacture / 02/2025 Date of Expiry / 01/2030

JlaTa npou3BoacTsa : T'open g0 :

Analysis performed according ND / Ananu3s npogeaen no HJI: JITI-Ne(004427)-(PI"™-RU)-260124

API name (INN) /

Haumenosanne AOC (MHH): Ibuprofen / U6ynpoden Paracetamol / ITapaneramon
API manufacturer batch number / PIBM240216 APAP/24081243
Homep cepuu npoussoantest ADC:

FP Manufacturer API Batch number /

Homep cepuu cybGcTaHINH FERA00730 FERAO00703

npoussoauTes I'JId:

API Manufactured by & country /

IIpouszBoautens ADPC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxtuB

®apma Caitencus Jlumuren, Uanus

Granules India Ltd., India /
I'panynec Uunusg JIta., Unans

Remarks: The Product conforms to ND/
Ipumeuanue: IIponykT cootseTcTByeT TpeboBanuam HJT

Opinion: APPROVED
3axmouenue: OJIOBPEHO

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

INoaroroeneno: Rama Kant Iposepeno: Pardeep Kumar Onobpeno: MeHe ukep Lf PyxoBozutens
L= i _ Amit Kumar {\r/-—/-

Reprint Date: " Reprint Date: Reprint Date: |

Hara: 01.03.2025

JHata: 01.03.2025

Hara: 01.03.2025

Registered Ofiice
Tol: +91 ¢

30 4300 2900, Fox

§-2-337, Road No. 3, Banjare B

CIN: L85185AP19E4PLCT04507
wwyy drreddys.com

lis, Hydernbad - 500034, Telangan?, Irclia
12948, Email: mall@drreddys.com




