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CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIN3A
Page10of6/Ctp. 113 6
Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HN6yxann FOunop®, Tabnerku qucneprupyemsie [nis gereii], 100 mr + 125 mr
Batch No/ V2401111 Batch Quantity / 547.5 ke
Cepun Ne : Pasmep cepumu :
Analytical Report No / 040002574365 Date of Analysis / 26.06.2024
AnaauTuyeckuii oruer Ne : Jara ananausa: e
Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa npou3BOACTBA : I'onen go :
Analysis performed according ND / Ananns nposeaen no HJ/I: I1N011252/02-150323

Ne ‘ Test / [ToxazaTean Results / Pe3yanbTaTnl Specification / Hopma
1 WDescription / Onucanue Pink round flat-faced beveled-edge |Pink round flat-faced beveled-edge
tablets with impregnations and a|tablets with impregnations and a score-
score-line on one side and|line on one side and characteristic odor./
characteristic odor. /| Kpyrnbie MJIOCKOLUIIMHAPHUUECKHE
Kpyrnble  MIoCKOLUMJIMHAPUYECKHE | TaOETKH PO30BOTO 1IBETa c
TabNETKA  PO30BOrO  IIBE€Ta  C|BKpalUleHUsmMH, ¢ hackol ¥ PUCKOH Ha
BKpaIJIeHUsIMH, ¢ dackoil U pUCKOll | OfHOI  CTOpOHE, ¢  XapaKTepHbIM
Ha OJHOM CTOpOHE, C XapaKTEpPHBIM |3alaxoM.
3anaxoM.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IlonnuHHOCTL - CoOTBETCTBYET [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  ylepKWMBaHUS ~ OCHOBHBIX
MUKOB Ha XpoMaTorpaMme
HCIBITYEMOTO ~ pacTBOpa  JOJDKHBI
COOTBETCTBOBATH BpeMeHaM
YIAEpKUBAHUS MIMKOB Ha
XpOMaTorpamMMe pacTBopa CTaHAAPTHBIX
|o6pa3u03 ubynpodena u napareramosna
[(paznen «KonuuectseHHOE
| OTpeACNICHUE»).
Remarks : The Product conforms to ND/ Upinion : APPROVED
ITpumeuanue: IIpoaykT cootBeTcTByeT Tpebopanusam HJT 3akmouenue: OJJOBPEHO
Prepared by / | Checked by / ®/ Approved by: Manager/Executive /
[Moarorosneno: Ankit | TIposepeno: Ranjeet Onobpeno: Menemxep / Pykosoaiens
Manoj Kumar Wj
.. U
Reprint Date: Reprint Date: Reprint Date:
Hara: 26.06.2024 Hara: 26.06.2024 Hara: 26.06.2024

Registered Office: 8-2-337, Road No. 3, Banjata Hills, Hyderabad - 506024, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 49G0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Page2 of 6/ CTp. 213 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxkaun IOHP[Op®, TabJIeTKH AUcneprupyemblie [1is aereii], 100 mr + 125 mr

Batch No / V2401111 Batch Quantity / 5475 kg
Cepust No : Pa3smep cepuu :

Analytical RepOft No / 040002574365 Date of Analysis / 26.06.2024
AHaJMTHYeCKHi oTyeT Ne : JaTa ananuza:

Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JaTa npon3BOACTBA : T'onen o :

Analysis performed according ND / Auasu3s nposesen mo HJI: ITN011252/02-150323

No Test / Iloxa3aTenan

Results / Pe3yabTaTthl ‘

Specification / Hopma

3 | Average v_veight of tablets /
Cpennss macca TabJieToK

364.6 mg/ 364.6 Mr |

Complies/CooTBETCTBYET ,

357.7 mgto 372.3 mg
(365.0 mg 2.0 %)./
Ot 357,7 mr o 372,3 mMr
(365,0 Mr 2,0 %)

4 |Disintegration /
Pacnagaemocthb

00 min 29 sec/ 00 mMuH 29 cex |

Not more than 3 min /
He 6oiee 3 MuH

6 |Dispersibility /
JucrepcHocTh

5 |Dissolution / PacTBopenue

98 % to 100 %

97 % to 99%

Complies / COOTBETCTBYET

Not less than 70 % (Q) of Ci:HigOs
(ibuprofen) after 30 min / He wmenee|
70 % Q) Ci3Hi50:
(ubynpoden) uepes 30 MmuH

Not less than 70 % (Q) of CsHyNO»
(paracetamol) after 30 min / He meHee
70 % Q) CsHoNO,
(napaueramon) uepes 30 MuH

Uniform suspension passing through the
710 pm sieve is formed / Ob6pa3yetcs
OJTHOPOJIHAS CYCIIEH3Hs, NPOXOAALas
yepe3 CHTO C pa3MepoM OTBEPCTHH
710 Mxm

7 | Related substances / PoacTBeHHbIE IpHMeECH

Remarks : The Product conforms to ND/
IMpumeuanne: [TpoaykT cootBeTcTBYeT TpeboBanusM HI

Opinion : APPROVED
3aknwuenne: O/IOGPEHO

Prepared by /
IToarorosneno: Ankit

L

Checked by /
IIposepeno: Ranjeet

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosogutelib

Manoj Kumar

Reprint Date:
Jlara: 26.06.2024

Reprint Date:
Hara: 26.06.2024

Reprint Date:
Hata: 26.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4360 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0AE0T
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page3 of 6/ Crp. 3u3 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6y xann FOunop®, Tadnerku gucneprupyemsie [nis gereii], 100 mr + 125 mr

Batch No / V2401111 Batch Quantity / 5475 kg
Cepusa Ne : Pa3mep cepuu :

Analytical Repovrt No/ 040002574365 Date of Analysis / 26.06.2024
Ananuruyecknii oruer No : JlaTa aHajau3za:

Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JaTa npou3BoaCcTBA : T'onen mo :

Analysis performed according ND / Anaau3 nposenen mo HJI: [T N011252/02-150323

[ No Test / IlokazaTenan

Results / PesyabTaThl

Specification / Hopma

Method 1/ Mertoz 1
4-Aminophenol content /

4-amuHO(peHOa

Method 2 / Metog 2
Ibuprofen and Paracetamol
unidentified impurities /
Onpenenexue
HEeUIeHTH(PULIHPOBAHHBIX
npumeceit noynpodeHa u
napaueramona

Total impurities (Method
1+Method 2) / Cymma
npumeceil (Meron 1 +
Merton 2)

OnpeneneHue coaepxatus

0.0003%

0.10%

0.10%

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

4-amuHobeHON (ipumMech
napareramosna) - He 6onee 0,005 %

Any individual unidentified impurity of
ibuprofen or paracetamol - not more than
02%

Enunnunas  HeuAeHTHQULHMPOBaHHAS
pHUMECh ubynpodena UIH
napaneramona - e 6onee 0,2 %

‘Not more than 0.7 % / He Gonee 0,7 %

8 |Microbial limits* / MukpoOnogornyeckas Yuncrora*

a) Total aerobic microbial
count / Obiee yucio
a’pobHBIX
MHKPOOPTaHH3MOB

NA

Not more than 10° CFU/g/
He 6onee 10° KOE/r

Remarks : 'I'he Product contorms to N/
ITpumeuanne: IIpoaykr cooTBeTcTBYET TpebOBanKAM HJI

Upmnion : APPRUVED
3axarouenue: OJOBPEHO

Prepared by /
IMoaroroeneno: Ankit

A

Checked by / AF
[IpoBepeno: Ranjeet

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

Manoj Kumar {

Reprint Date:
Hara: 26.06.2024

Reprint Date:
JHara: 26.06.2024

Reprint Date:
JHara: 26.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506034, Telangana, India
Tel: +91 40 4900 2500, Fax: +51 40 4900 2593, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

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 4 of 6/ CTp. 4 13 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6y xaun FOuunop®, Tabaerku qucneprupyemsle [1Jst gereii], 100 mr + 125 mr

Batch No / V2401111 Batch Quantity / 547.5 kg
CepHsa No : Pa3mep cepun :
Analytical Report No/ 040002574365 Date of Analysis / 26.06.2024
AnajurHdeckuii oTyer Ne : JlaTa anajgmu3a:
Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa npoH3BOACTEA : T'oaen 110 :
Analysis performed according ND / Anann3 nposeaen no H/: [T N011252/02-150323
Ne Test / llokazaTesb Results / PeaysbTaThl Specification / Hopma

b) Total combined yeasts
and mould count / Ob1iee
YHCIIO JIPONOKEBBIX U
TUIECHEBBIX TPrUOOB

¢) E. coli

NA Not more than 10 CFU/g/
He 6onee 10? KOE/r
NA Shall be absentin 1 g/

OrcytcTBUe B 1 T

9 | Uniformity of dosage units / OxHOPOAHOCTH 703U POBAHHA

Ibuprofen / U6ynpoden

1.7

Paracetamol / [Tapaneramon

The acceptance value (AV) should be not
more than 15.0 / TIlokasarens
npuemneMoctu (AV) nommkeH OBITH He
oosee 15,0

1.7

10 | Assay / KosmuecTBeHHOE
ompeaeneHne

The acceptance value (AV) should be not
more than 15.0 / Iloxasatens
npuemneMocti (AV) nomkeH GbITh He
6ornee 15,0

100.4 mg / 100.4 mr

124.1 mg/ 124.1 mr

90.0mg to 110.0mg of CisHisO;
(ibuprofen) per tablet / Ot 90,0 Mr no
110,0 mr Ci3HisO2 (ubynpoden) B
tabneTke

112.5mg to 137.5mg of CsHoNO:
(paracetamol) per tablet /Ot 112,5 Mr 10
137,5mMr CgHoNO; (mapaueramon) B

Remarks : '1'he Product contorms

IIpumeuanne: [IponykT cooTBeTcTBYeT Tpebopanusam HJI

to N/

Upinion : APPRUVED
3axmoyenne: OJJOBPEHO

Prepared by / - Checked by /(" | Approved by: Manager/Executive /

IToarorosneno: Ankit {j/ [Iposepeno: Ranjeet Onobpeno: Menemxep / Pykosoayrens
(= Manoj Kumar ‘j ;;!!!!f?

Reprint Date: Reprint Date: Reprint Date:

Jata: 26.06.2024 JHara: 26.06.2024 Jara: 26.06.2024

Registered Office: 8-2-337, Road No. 3, Banjaia Hills, Hyderabad -
Tel: +91 40 4900 2500, Fax: +91 40 43G0 2999, Email: mail@dn addys.com

CiN: L85195AP1984PLCO04507
www.drreddys.com

500034, Telangana, India
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Dr. Reddy's Laboratories [td.
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
CEPTUOHUKAT AHAJIU3A
Page50f6/Crtp. 513 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HoykauH IOuuop®, Ta6merku aucneprupyemsble [1s aereii], 100 mr + 125 mr

Batch No/ V2401111 Batch Quantity / 5475 kg
Cepus Ne : Pa3smep cepuu :

Analytical Repo:‘t No/ 040002574365 Date of Analysis / 26.06.2024
AHaJMTHYeCKHi oTyeT Ne : JlaTa aHau3a:

Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JaTta npoH3BOACTBA : T'onen go :

Analysis performed according ND / Ananu3 nposegen no HJI: ITN011252/02-150323

Ne Test / Iloka3aTtenn

Results / PesyabTaThl Specification / Hopma

TabrieTke

11 |Package / YnakoBka

10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/ALl blister. 1, 2 or 20
and patient information leaflet in a|blisters and patient information leaflet in
carton. / ITo 10 tabnerok B 6aucrep |a carton. / ITo 10 Tabnetok B 6nucTep U3
n3 IIBX/AL Ilo 2 6nucrepa Bmecte ¢ | [IBX/AL Tlo 1, 2 unu 20 6nucrepos
MHCTPYKUMEH [0 NPHMEHEHHIO B|BMECTE C MHCTPYKIMEH IO NPUMEHEHHIO |
NayKy KapTOHHYIO. | B TTAYKY KapTOHHYHO. |

12 |Labeling / MapkupoBKa

According to ND. / B cootBercTBuu ¢ HJI.

13 |Storage conditions /
Xpanenue

In the original packaging (blister in carton) at temperature below 25 °C. /
B opuruHansHoit ynakoske (6icTep B Nadke) NP TEMIIEPATYPE HE BhIIE
25 °C. |

14 [ Shelf life / Cpok rogaoctu

5 years /5 net |

* 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 certificate of analysis. / McnnITanne NpoBOAUTCS TOJIBKO I/ KaxKaoi 20-H cepuu UM ISl OHO# cepuH B
rofi, B 3AaBUCHMOCTH OT TOr'0, YTO HACTYIHT panee. [loka3aTe b MOXKET OTCYTCTBOBATH B CePTHHHUKATE aHAJIH3A.

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusm HJI 3akmouenue: OJOBPEHO

Prepared by / A Checked by / /&) - Approved by: Manager/Executive /

Toarorosneno: Ankit /] s IIposepeno: Ranjeet Onobpeno: Menemxep / PykoBoauTensb
L Manoj Kumar

Reprint Date: Reprint Date: Reprint Date: ]

Hara: 26.06.2024 Jara: 26.06.2024 Hara: 26.06.2024

Registered Office: 8-2-337, Road No. 3, Banjata Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +51 40 43060 2999, Email: mail@drreddys.com

CIN: L85155AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Dr. Reddy's Laboratories |td.
Formulation Unit-6

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

Page 6 of 6/ CTp. 6 13 6

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

H6yknnu FOuunop®, Taéaerku aucneprupyemble [nus aereii], 100 mr + 125 mr

Batch No / V2401111 Batch Quantity / 547.5 kg
Cepust Ne : Pasmep cepun :

Analytical Report No / 040002574365 Date of Analysis / 26.06.2024
Anajnrnyecknii oTdert Ne ; JlaTa aHayu3a:

Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa npousBojacTBA : T'onxeH go :

Analysis performed according ND / Auanns nposegen o H/: TI N011252/02-150323

API name (INN) /

Hauvenosanme ADGC (MEH): Ibuprofen / U6ynpoden Paracetamol / [1apauetamon
API manufacturer batch number / PIBM240025 1211/23-24

Homep cepun npoussoautesst ADC:

FP Manufacturer API Batch number /

Homep cepuu cybcTaHIMH FERA00227 FERA00159

npouszsoanTes I'JIMD:

API Manufactured by & country /
pomseoautens ADPC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTus
®apma Caitencus Jlumurtea, Uaaus

Sri Krishna Pharmaceuticals Ltd.,
India / lIpu Kpuirna
dapmaceroTukans JIta., Unnns

Remarks : 'l'he Product contorms to N/

ITpumeuanue: ITpoaykt coorBeTcTBYeT TpeboBanusaM HJI

Upinion : APPRUVED
3akmouenue: OJOBPEHO

Prepared by /

Checked by /

)

Approved by: Manager/Executive /

[Toarorosneno: Ankit IIporepeno: Ratjeet Onobpeno: Menemkep / PyKoBoANHTEIb
é Manoj Kumar 47 J
,4/ {’h;zﬂ-‘"
Reprint Date: Reprint Date: Reprint Date:
Jara: 26.06.2024 Jara: 26.06.2024 Hara: 26.06.2024
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