Dr.Reddy’s ‘:

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIN3A

Page10of 6/ Ctp. 1u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoykauH FOunop®, Tabaerku nucneprupyembie [ais gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepusi Ne : V2402600 Pa3mep cepum : 1500000.0 Tab
Analytical Report No/ 040002779711 Date of Analysis / 02.01.2025
AnanuTudeckuif order Ne : JlaTa aHaiu3a:

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

JlaTa mpou3BOACTBA : I'omen go :

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

Ne Test / IlokazaTelib

2 |Identification /
INoganuHOCTH

T | Description / Omucanne | Pink round flat-faced beveled-edge

|score-line  on

Results / Pe3yabTaTbl

Specification / Hopma

tablets with impregnations and a
onec side and
characteristic odor. /
Kpyrjple nnockOUMAHHAPHUYECKHE
TabJIeTKH  pO30BOTO  LBETa  C
BKpAIIEHUSIMHU, C PAcKoi H pUCKOH
Ha OZIHOH CTOpOHE, C XapaKTepHbIM
3amnaxoM.

Complies as prescribed/
CooTBeTCTBYET

| The retention times of the main peaks on the

Pink round flat-faced beveled-edge tablets |
with impregnations and a score-line on one
side and characteristic odor./ Kpyrmble
IUTOCKOL{MUIMHAPUYECKUE TabneTku
PO30BOrO LIBETa C BKpAMJIEHUAMH, C (acKoH
¥ puckoii Ha opHOH cTOpoHe, C
XapaKTEPHbIM 3aMaXxoM.

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
yAEpXKUBAHUST ~ OCHOBHBIX  IIMKOB  HA
XpoMarorpamMme HCHBITYEMOIO pacTBopa
JNOJDKHBI  COOTBETCTBOBATb  BPEMEHAM |
YIEpXMBaHHS THKOB Ha XpOMaTOrpamme
pacTBOpa CTaHJapTHBIX 06pa3LoB
ubynpodena u napaueramona (pasuen
«KONUUECTBEHHOE ONpe/ICNIEHHE).

Remarks: The Product conforms to ND/
TIpumeyanne: IpoaykT cooTBeTCTBYET Tpebosanusm HJL

Opinion: APPROVED
axsouenue: OJOBPEHO

Prepared by /
[MonrorosnexHo: Ramakant |

Checked by /
IpoBepeno: Santosh Kumar Maurya

Approved by: Manager/Executive /
Opobpeno: Meneaxep / Pykopanteib
Abhishek Chauhan L /

Reprint Date: k
Hara: 02.01.2025

Reprint Date:
Hara: 02.01.2025

Reprint Date:
JHata: 02.01.2025




S
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Page2of 6/ CTp. 2 u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Woykann I0mnop”, Tabnerku aucneprupyembie s gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : [VaS2GH Pasmep cepud : 1500000.0 Tab
Analytical Repourt No/ 040002779711 Date of Analysis / 02.01.2025
|AHAMTHYECKHU 0THeT No : JlaTa aHanu3a:

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

JlaTa NpoH3BOJACTBA : Iogen 1o :

Analysis performed according ND / Ananus nposejen no HJI: JIII-Ne(004427)~( PI'-RU)-260124

Ne

' Specification / Hopma

Test / IlokasaTeanb Results / PesyabTaThl
3 | Average weight of tablets ' 365.3 mg/ 365.3 Mr 357.7 mg to 3723 mg
/ Cpeansis macca - (365.0 mg + 2.0 %). /
TA0J1eTOK CREElS CogieTeTRlet Or 357,7 mr no 3723 wmr
(365,0 mr £+ 2,0 %)
4 | Disintegration / 00 min 40 sec / 00 muu 40 cex | Not more than 3 min /

Pacnagaemocrs

He 6onee 3 MUH

5 | Dissolution /
PacTBOpenne

99 % to 102%

98 % 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
(mapauertamon) uepes 30 MuH

6 | Dispersibility /
JncnepcHocTh

Complies / CoOTBETCTBYET

Uniform suspension passing through the
710 pm sieve is formed / OOpasyertcs
OJIHOPOAHAs. ~ CYCHEH3Hs,  INPOXOmsias
| yepes CHTO C pa3sMepoM oTBepCTHi 710 MKM

7 | Related substances / POZCTBEHHbIE MPUMECH

Remarks: The Product conforms to ND/
Ipumeuanue: [Iponykt coorBeTcTByeT TpeboBanusim HJ

Opinion: APPROVED
Zakmouenne: OJJOBPEHO

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

[Tonrorosneno: Ramakant Iposepeno: Santosh Kumar Maurya | OnoGpeno: Meunemxkep / PykoBganteb
‘QM\R"}R ( Abhishek Chauhan  ((__

Reprint Date: \ Reprint Date: Reprint Date:

Jata: 02.01.2025 Jara: 02.01.2025 Jara: 02.01.2025




Dr.Reddy’s ":

Dr. Reddy's Laboratories Lid,
Forrrulation Unit-6

viil, Yho!, Nalagarh Foad, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA,
Tei: 9198166 55001-02
wwvdireddys.com

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIU3A

Page30f 6/ CTp.3 3 6

Hovinn I0urop”, Ta6eTky AnciieprupyeMbie | aereii],
P

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

—
100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepust Ne : V2402600 Pasmep cepuu : 1500000.0 Ta0
Anmalytical Repoz’t No / 040002779711 Date of Analysis / 02.01.2025
ApanurHyecKuii oTyer Ne : JiaTa anajm3a:
Date of Manufacture / 11/2024 I?ate of Expiry / 10/2029

I'ojaen 10 :

ara MPoH3BOACTEA :
Analysis performed according ND / Ananus3 1l

poBeeH 1o HA: J'[H~N9(004427)-(PF-RU)—'.Eﬁ{)124

Bl

| Ne | Test/IlokasaTean
. Method 1/ Meroxn 1
4-Aminophenol content /
OnpepeneHue COACPXKaHU
4-amunoheHona

0.0001 %

Method 2 / Meton 2
Determination of
Tbuprofen and Paracetamol
unidentified impurities /
Onpenenenne
HeuaeHTHHUIMPOBAHHBIX
npumeceii nOynpodena 1
napaueramona
| Total impurities (Method
1+Method 2) / Cymma
npumeced (Metox 1+
Meron 2)

0.08%

0.08%

Microbial limits* / Mukpo6uonornyeckas ypctoTa*

Results / Pe3yabTaTh!

" [ Specification / Hopma R
. 'ﬂrﬂop—herﬁ (paracetamol i_m_purit_y)jlot_ ‘
‘more than 0.005 % ‘
4-amunodeHon (npumMech napaneramosa) -

e Gonee 0,005 % |
-Zny—irﬁvid?ﬂmi(gntiﬁad—impurityﬁf
ibuprofen or paracetamol - not more than

0.2 % ‘

EnvHu4uHas HengeHTUGUIUpOBatHas |
npuMech 1bynpodera 1M napaueTamMmona -
He 6onee 0,2 %

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

| 8 W

Remarks: The Product conforms to ND/
Mpumeuanue: [IpoayKT COOTBETCTBYCT tpedosanusaM HIL

Opinion: APPROVED
3axaouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/, xecutive /

[ToarotoeneHo: Ramakant . IIposepeno: Santosh Kumar Maurya OpnobpeHo: ME:HBIL}KC}}" PykoBonuTenb
@\A@\ Abhishek Chauhan

Reprint Date: \ Reprint Date: Reprint Date:

Hata: 02.01.2025 Jara: 02.01.2025 Jara: 02.01.2025

Registared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s “:

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

Vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei: 9198166 55001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIU3A

Page 4 of 6/ CTp. 4 u3 6

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

Hoykmn JOuunop”, TabNeTKH AHCHEPIHPYEMble [nas gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepusa Ne : 2402600 Pasmep cepHH : 1500000.0 Tab
Analytical Repovrt No/ 040002779711 Date of Analysis / 02.01.2025
AHaJuTHYecKHiT oTyeT Ne : JlaTa aHaIN3a:

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

JlaTa npoH3BOACTBA * Tomen 10 @

Analysis performed according ND / Ananu3 nposejen

mo HJI: JITI-Ne(004427)-(PT-RU )-260124

= N_,'

Test / IlokazaTeanb
a) Total aerobic microbial
count / Ob1ee 9ucio
a’poBHBIX
MMKPOOPraHUu3MOB

b) Total combined yeasts
and mould count / Obuwee
qUCNIO APOAOKEBBIX U
TIECHEBBIX I'PUOOB

o Ess?laﬁOO—CFmg/—

Results / PesyabTaThl
" Less than 100 CFU/g/
Menee 100 KOE/r

Meunee 100 KOE/r

c)—E coli

\O

Tbuprofen / H6ynpo¢eﬂ_

Paracetamol /
[Tapaueramon

o | Uniformity of dosage units / OXHOPOAHOCTE uosuposaﬂnﬂ_

Absentinlg/
OtcyrctByeT B 1 T

2.2

Not more than

EpeaﬁcaTOFHopMa |

~10°CFU/g /
He 6osee 10° KOE/r

‘Not more  than 10 CFU/g /
He Gonee 10* KOE/r

Shall  be absent  in lg /
OtcyrcTBHE B 1 T

_Thacc?ptﬁe value (AV) should be not!
more  than 150 /  llokasatenb
npuemneMocTs (AV) I0KEH OBITH HE

6onee 15,0

The acceptance value (AV) should be not
more  than 150 /  Tlokazarens
npuemnemoctd (AV) J0DKEH OBITE HE
ponee 15,0

Remarks: The Product conforms to

ND/

Ipumeyanne: [IpoayKT COOTBETCTBYET tpebosanuaM HJT

Opinion: APPROVED
3aKsI0ueHHe: OJJ,OBHEHO

Prepared by /
Toarotosneno: Ramakant

Checked by /
TTposepero: Santosh Kumar Maurya

A

Approved by: Managg /Executive /
Opo6peno: Menewkgp / PykgBoauTeb
Abhishek Chauhan /VB

o —

Rod
Reprint Date: '

Hara: 02.01.2025

Reprint Date:
Jlara: 02.01.2025

Reprint Date:
Jara: 02.01.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




®e Dr. Reddy's Laboratories Lid.
Dr.ReddV’ °® Forrrulation Unit-6
r.Reddy’s §e e '
. Vill. Khol, Nalagarh Road, Badd;i,
Distt, Solan, H.P, 173 Z05, INDI4,
Tei: 168166 £5001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

Page 50f 6/ Ctp. S5u3 6

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

HMoyxann FOrnop”, TabneTku qucnepriapyevbie [aas pereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepnst Ne : 2402600 Paszmep cepuu : 1500000.0 Tab
Analytical Repourt No/ 040002779711 Date of Analysis/ 02.01.2025
AHAJMTHYIECKHH 0TIeT Ne : Jlara aHa/IM3a:

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

|[laTa NpOH3BOACTBA : lopen jo :

Analysis performed according ND / Ana/iu3 nposejies 1o HJT: JITT-No(004427)-(PT-RU)-260124

Specification /ﬁopMa_

No Test / IlokasaTeib Results / Pe3yabTaThl
10 | Assay / KosinuecTBenHoe 99.7 mg / 99.7 Mr 90.0mg to 110.0mg of C13H1802
ompeseeHne (ibuprofen) per tablet / Ot 90,0 Mr 1o
110,0 vr C13H1802 (ubynpoden) B
TabneTke
123.2 mg/ 123.2 mMr 112.5mg to 137.5mg of C8HINO2
(paracetamol) per tablet / Ot 112,5 mr 1o
137,5mr C8HINO2 (mapaneramon) B|
TabnerTke
11 [Package / YnakoBka 10 tablets in PVC/AI 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. / TTo 10 Tabietox | carton. / ITo 10 Tabnerok B Gnmcrep M3
B Gmucrep us [IBX/AL Ilo 2 TIBX/AlIo 1,2 um 20 61MCTEPOB BMECTE
6nucTepa BMecTe ¢ WHCTpYKIMEH [C MHCTPYKUMeH MO MPUMEHCHUIO B HatKy
0  NpMMEHeHHI0 B  Ma4Ky | KAPTOHHYIO.

KapTOHHYIO.

12 |Labeling / MapkupoBka |According to ND./B cooTBETCTBHH C H.

" 13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25°C. /
XpaHeHHE B opHrHHaBHOH ynakoske (614cTep B ayke) Mpy TEMIIEPATYpe HE BRILLE 25 °C.
14 | Shelf life / Cpox 5 years / 5 net

FOXHOCTH

Remarks: The Product conforms to ND/ Opinion: APPROVED

Ipumeuanue: [IPOIYKT COOTBETCTBYET TPeDOBAHMSAM HJI 3aki0ueHHE: OJIOBPEI-}’O

Prepared by / Checked by / Approved by: Manager/Eyecutive /

IoarorosneHo: Ramakant IIposepeno: Santosh Kumar Maurya Onobpeno: Menemxkep /Pykosgantenk

'@m\ ﬂ/ s Abhishek Chavhan (=~
Reprint Date: \ Reprint Date: = Reprint Date:
JHara: 02.01.2025 Jata: 02.01.2025 Jara: 02.01.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.F, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



, ... i Reddy's Laboratorias Lid,
® ) l -
Dr. Reddy s ) [—grmulatnon Unit 6
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIU3A

Page 6 of 6/ CTp. 6 u3 6

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

Hoykaus FOnuop”, TabaeTku Aucneprupyembie s nereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : V2402600 Pasmep CepHH : 1500000.0 Tab
Analytical Repo:'t No/ 040002779711 Date of Analysis / 02.01.2025
AHajaTHYecKHil oTyeT Ne : JlaTa apaJjn3a:;

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

JlaTa 1pOM3BOACTBA : | Togex no :

| Analysis performed according ND / Anayin3 NpoBejicH 1o HJL: JITT-Ne(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. / HenbiTaHne NPOBOAUTCS TOJILKO TS Kkaxcpoi 20-i cepHH WM 1Jis1
OJHOl CepMH B roj, B 3aBHCHMOCTH OT TOr0, YTO HACTYHHT panee. [Toka3aTeqb MOXKeT OTCYTCTBOBATH B
ceprudHKaTe AHAJINH3A IPOM3BOAUTES.

API name (INN)/
Haumenopanne A®C (MHH):
API manufacturer batch number / 1101/24/A-3419 APAP/24091294
Homep cepiiu IPOH3IBOANTENH ADC:
FP Manufacturer API Batch number /

Ibuprofen / U6ynpodeH Paracetamol / ITapaueramon

Homep cepun cyOcTaHIIMH FERA00602 FERAO00539
| npon3sogurens I'ID:
10L Chemicals and Pharmaceuticals | Granules India Ltd., India /
API Manufactured by & country / Limited, India / MOJI Kemukanc suz | Tpanynec Unans Jitn., Unans
Hpoussoaurens APC, cTpana: ®dapmacetotnkanc Jlumuren, Hrnusa
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [IpofyKT COOTBETCTBYET tpebosannam HI 3akitouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrorosneno: Ramakant IIposepeno: Santosh Kumar Maurya Onobpeno: Menemxkep //PyKOBOANTENb
Mﬁ“@/ X Abhishek Chauhan (L
Reprint Date: \ Reprint Date: Reprint Date:
Jara: 02.01.2025 Jata: 02.01.2025 Iara: 02.01.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




