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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6y FOunop®, Tabnerku qucneprupyempie [1is aereii], 100 mr + 125 mr

Batch No / V2400666 Batch Quantity / 541.5 kg
Cepust Ne : Pa3mep cepum :

Analytical Report No / 040002506283 Date of Analysis / 26.04.2024
AHaauTH4YecKHil oTyer No : Jata anannsa:

Date of Manufacture / 04/2024 Date of Expiry / 03/2029
JlaTa npoH3BoACTBA : I'open 5o :

Analysis performed according ND / Ananuz npoBeaen mo HJI: [T N011252/02-150323

Test / IToxa3zaTesan

Ne
1 Descriptioﬁ/Onucaﬂne

| Results / PeayabTaThl

Specification / Hopma

|Pink round flat-faced beveled-edge
tablets with impregnations and a

score-line on one side and
characteristic odor. /
Kpyrnble  MIOCKOIMIHHAPHYECKHE
TabNMeTKH  pO30BOrO  I[BeTa  C

BKpaIUIeHUsIMH, ¢ (Gackoil U pUCKOH
Ha OXHOU CTOpOHE, C XapaKTepHLIM
3aMaxoM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnsie UIOCKOLMJIMHAPUYECKHE
TabNEeTKH po30BOro BeTta c
BKparuieHUsAMH, ¢ (ackoil ¥ puckoii Ha
OHOIl  CTOpPOHE, C  XapaKTEpHBIM
3aMaxom.

2 |Identification /
TMoanunnocTs

Complies as prescribed/
COOTBCTCTDYCT

The retention times of the main peaks on
the chromatogram of the test solurlon
should correspond to the retention times |
of the peaks on the chromatogram of
ibuprofen and paracetamol reference
standards solution (Assay section). /
Bpemena  ymepkuBaHHS ~ OCHOBHBIX
TTHKOB Ha XpoMaTorpaMmme
UCIBITYEMOTO  PacTBOpPA  JOJDKHBI
COOTBETCTBOBATh BpeMeHaM
YASPKUBAHUS THKOB Ha
XpOMaTorpamMMe pacTBoOpa CTaHAAPTHBIX
o6pa3uoB ubynpodena u napaieramona

IIpumevanne: [IponykT cooTBETCTBYET TpeboBanuam HJI

(pazzen «KonnuecTBeHHOE
OIpEHEICHUE).
Remarks : The Product conforms to ND/ Opinion : APPROVED

3aknwuenne: OJIOBPEHO

Hara: 26.04.2024

JlaTa: 26.04.2024

Prepared by / Checked by / Approved by: Manager/Exgcutive /

Iogroroeneno?Ranjeet ITposepeno: Santosh Kumar Maurya | Ono6peno: Meremkep / Pykosoayrens
‘jt- 2 Abhishek Chauhan { /

Reprint Date: Reprint Date: Reprint Date: '

Jara: 26.04.2024

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

CIN: L85195AP1984PLC0O04507
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
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6y kiun FOnuop®, Tabnerxu gucneprupyembie [1as aerei], 100 mr + 125 mr

BatchNo / V2400666 Batch Quantity / 541.5kg
CepHa No : Pa3smep cepHu :

Analytical Repo:‘t No/ 040002506283 Date of Analysis / 26.04.2024
AHaJuTH4YeckHuii oTyer No ¢ JlaTa anaansa:

Date of Manufacture / 04/2024 Date of Expiry / 03/2029
JaTa npoM3BOACTBA : I'open o :

Analysis performed according ND / Ananns nposegen mo HJI: T N011252/02-150323

Ne Test / Iloka3zaTennb

Results / Pe3yabTaThl

Spccification / Hopma

3 |Average weight of tablets /
CpenHsisi Macca Tab1eToK

364.2 mg/ 364.2 MT

Complies/CooTBETCTBYET

357.7 mg to 372.3 mg
(365.0 mg £2.0 %)./
Ot 357,7 mMr oo 372,3 mr
(365,0 Mmr 2,0 %)

4 T)isintegration /
PacnagaemocTh

00 min 27 sec / 00 mun 27 cek

Not more than 3 min /
He 6onee 3 muH

5 |Dissolution / PacTBopennue |

100 % to 102 %

99 % to 101%

Not less than 70 % (Q) of CisHisO2
(ibuprofen) after 30 min / He wmenee
70 % Q C1aHi30,
(ubynpoden) uepes 30 MuH

Not less than 70 % (Q) of CsHoNO,
(paracetamol) after 30 min / He menee
70 % Q) CsHoNO,
(mapaneramon) uepes 30 MuH

6 | Dispersibility /
JucnepcHOCTD

7 |Related substances / PoacTBeHHDBI

S —

Complies / CooTBeTCTByET

Uniform suspension passing through the
710 pm sieve is formed / OOpa3yeTcs
OJHOPOJHAS CYCIEH3Hs, MPOXOIAILAsT
yepes CHTO C pa3MepoM OTBEPCTHH
710 MxmM

€ IpUMeCcH

Remarks : The Product conforms to ND/

ITpumeuanne: IIponykT cooTseTcTBYyeT Tpebosanuam HII

Opinion : APPROVED
3akioyeHHE: OI[OBPEHO

Prepared by /
ITogrorosieHo: Ranjeet

s

Checked by /
ITpoBepeHo: Santosh Kupgm%daurya

. ——

&~

Abhishek Chauhan

Reprnt Date:
Hara: 26.04.2024

Reprint Date:
Hara: 26.04.2024

Reprint Date:
Hata: 26.04.2024

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

CIN: L85155AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUOHUKAT AHAJIM3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HM6ykann FOunop®, Tabaerku qucneprupyembie [aas aereii], 100 mr + 125 mr
Batch No / V2400666 Batch Quantity / 541.5 kg
Cepusi Ne : Pa3mep cepuH :
Analytical Report No / 040002506283 Date of Analysis / 26.04.2024
AHAJUTHYECKHI oTyeT N? : JlaTa aHann3a: T
Date of Manufacture / 04/2024 Date of Expiry / 03/2029
JlaTa npou3BOACTBA @ T'oaen o :
Analysis performed according ND / Auann3 npoeegen mo HJI: ITN011252/02-150323

[IpoBepeno: Santosh Kug;i:Maurya
"R

Abhishek Chauhan

No Test / IlokazaTess Results / Pe3yabTaThl Specification / Hopma '
Method 1/ Metox 1 0.0004% 4-aminophenol (paracetamol impurity) -
4-Aminophenol content / not more than 0.005 %

OnpepeneHne coaepXxanus 4-amMmuHOQEHON (mpumecs |
4-amuHoderona napaueramona) - He 6onee 0,005 % ]
Method 2 / MeTon 2 Any individual unidentified impurity of
Ibuprofen and Paracetamol 0.10% ibuprofen or paracetamol - not more than
unidentified impurities / 0.2%

Onpenenenue EauunyHas  HeWJeHTH(UIHpOBaHHAS
HeUIeHTHPULMPOBAHHBIX pUMECh ubymnpodena WITH
npuMeceit uOynpodeHa u napareramorna - He 6onee 0,2 %
napaweramosia

Total impurities (Method | Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma 0.10%

npumeceil (Merton 1 +

Mertox 2)

8 |Microbial limits* / Mukpo6uonornyeckas 4HcTora™
a) Total aerobic microbial NA Not more than 10° CFU/g /
count / O6uiee yuciao He 6onee 10° KOE/r
aspobHBIX
MHUKpPOOPraHU3MOB

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [Tpongykt coorseTcTByeT TpedoBaHuaM HJL 3akmovenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno; Ranjeet Onobpeno: Menemxkep)

PyKOBD(L\H TNk

: R-Klj
Q?’
Reprint Date:

Hara: 26.04.2024

Reprint Date:

Hara: 26.04.2024

Reprint Date:
Hata: 26.04.2024

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

CIN: L85195AP1984PLCO04507
www.drreddys.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

CEPTUO®UKAT AHAJIN3A
Page40of 6/ CTp. 43 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykann FOnuop®, tabnerku aucneprupyemble [nis aereii], 100 mr + 125 mr
Batch No / V2400666 Batch Quantity / 541.5 kg
Cepust Ne : Pa3mep cepun : )
Analytical Report No / 040002506283 Date of Analysis / 26.04.2024
AHaJnTHYEeCKHIi oTyer N : JlaTa aHaaH3a; T
Date of Manufacture / 04/2024 Date of Expiry / 03/2029
JlaTa npou3BOICTBA : ToneH 1o :
Analysis performed according ND / Ananus nposegen no H/I: IT N011252/02-150323

Ne Test / IToxaszaTenar

Results / PezyasTaThl

Specification / Hopma

b) Total combined yeasts
and mould count / Obuiee
YHCIIO APOMNOKEBBIX U
MJIECHEBBIX TPUOOB |

NA

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

c) E. coli

Uniformity of dosage units /

NA

Shall be absent in 1 g/
OrcytcTBHE B 1 T

OaHoOpoaAHOCTH 103MPOBAHUSA

Ibuprofen / U6ynpoden

Paracetamol / [Tapaueramon |

1.0

more than 150 / [Iloxa3arens
LUPUEMIEMOCTH (AV) OOKEH UBITH HE
Oonee 15,0

The acceptance value (AV) should be not

1.0

The acceptance value (AV) should be not
more than 15.0 / Ilokasarens
npuemieMocTd (AV) nomxeH OBITH HE
6osee 15,0

10 | Assay/ KoauuecTBeHHOE

onpeaejieHnue

99.4 mg / 99.4 mr

124.1 mg/ 124.1 mr

90.0mg to 110.0mg of CisHisO2
(ibuprofen) per tablet / Ot 90,0 Mr nmo
110,0 mr Ci3Hi30: (HGprOCbeH) B
Tabnetke

112.5mg to 137.5mg of CsHoNO:
| (paracetamol) per tablet / Ot 112,5 mr 1o
[137,5 m1  GglIsNO; (mapaneramon) B

Remarks : The Product conforms to ND/

ITpumeuanne: [Iponykr coorBeTcTBYET TpebopanusmM HJI

Opinion : APPROVED
3akiaouenne: OJJOBPEHO

Prepared by /
ITonrorosneno: Ranjeet
N

%

Checked by /
IIpoBepeno: Santosh Kumar Maurya

"\

———

Approved by: Manager/[xecutive /
Opn06peHo: Menemxkep f PykoBosigreis
Abhishek Chauhan f’

Reprint Date:
JHara: 26.04.2024

Reprint Date:
Hara: 26.04.2024

Reprint Date:
Hara: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@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
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun Ouunop®, TabaeTkn gucneprupyembie [1is gereii], 100 mr + 125 mMr

Batch No / V2400666 Batch Quantity / 541.5 kg
Cepus Ne : Pa3mep cepun :

Analytical Repog't No/ 040002506283 Date of Analysis / 26.04.2024
AHanuTHYecKHif oTueT No : JlaTa aHaJM3a:

Date of Manufacture / 04/2024 Date of Expiry / 03/2029
JlaTa npou3BoacTBA : TomeH o :

Analysis performed according ND / Anasmu3 mposeaen o HJI: ITI N011252/02-150323

‘ No Test / [TokazaTear

Results / PesyarLTaTot

Specification / Hopma

TabJyeTke

11 |Package / YnaxoBka

10 tablets in PVC/Al blister. 2 blisters |

carton. / ITo 10 tabnetok B GiHCTEp
u3 [IBX/AL Ilo 2 6nucrepa BMecTe ¢
HHCTPYKIMEH MO TPUMEHEHHIO B
NayKy KapTOHHYIO.

10 tablets in PVC/AI blister. 1, 2 or 20
and patient information leaflet in a|blisters and patient information leaflet in
a carton. / 1o 10 TabneTok B 6yucrep u3
TMIBX/Al Tlo 1, 2 unu 20 6mucrepos
BMECTE C HHCTPYKIMEH 110 ITPUMEHEHHIO
B MaYKy KapTOHHYIO.

12 |Labeling / MapkupoBKa

According to ND. / B cootsetctBuu ¢ HJI.

13 |Storage conditions /
Xpanenne

In the original packaging (blister in carton) at temperature below 25 °C. /
B opurnnannioii ynaroowe (Giuciep b 1w 1) Upit 1eMUBPUTYPE 116 LLILIY

25 °C.

14 | Shelf life / Cpox rognocTn

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. / HcnbITanie MPOBOAUTCA TOJBLKO I/ KAXKA0H 20-i cepuM WIH /IS ONHOM cepuM B
rofi, B 33aBHCMMOCTH OT TOr0, YTO HACTYNHT paHee. [Ioka3aTesb MOKeT OTCYTCTBOBATH B cepTH(HKaTe aHAIN3A.

Remarks : The Product conforms to ND/

IIpnmeuanme: IIpoaykr coorsercTByeT Tpebopanusam HJT

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /

Honromsneﬂ?qnj eet

Checked by /
IIposepeno: Santosh Kumar Maurya

M

Approved by: Manager/Ejecutive /
Opobpeno: Mernemxkep / Pykosomitelb
Abhishek Chauhan ]

-
-~
——

Reprint Date:
Hara: 26.04.2024

Reprint Date:
Hara: 26.04.2024

Reprint Date:
Hara: 26.04.2024

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

CiN: L85195AP1984PLC0O04507
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Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei:+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
U6ykanu FOunop”, Tabnerku aucneprupyemsie [nas aereii], 100 mr + 125 mr

Batch No / V2400666 Batch Quantity / 5415 kg
Cepust Ne : Pazmep cepu :

Analytical Repourt No/ 040002506283 Date of Analysis / 26.04.2024
AHAJHTHYECKHid 0THeT Ne : JlaTa ananuza:

Date of Manufacture / 04/2024 Date of Expiry / 03/2029
Jata npoH3BOCTEA : T'ogen jio :

Analysis performed according ND / Ananus nposeaen no HA: [TNO1 1252/02-150323

API name (INN) /

nponspoautens 'JID:

Hamnmenosanne AGC (MEH): Ibuprofen / U6ynpoden Paracetamol / Ilapaneramon
API manufacturer batch number / PIBM230459 APAPE2023060685
Homep cepun nponssoautes ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHUHH FEQAQ0659 FEQAO00345

API Manufactured by & country/
Ipounssoauteis APC, ctpana:

Limited, India / Conapa DKTuB

Solara Active Pharma Sciences

®apwma Caitencus Jlumuren, Muaus

Granules India Ltd., India /
I'panynec Unpus JIta., Muaus

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipofykr cooTBeTcTBYET TpebosanusamM HJT

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/} Kecutive /

IMoaroroeneHo: Ranjeet ITpoBepeHo: Santosh Kumar Maurya | Onobpeno: Meneukep/ Pymao} HTENb
3 o Abhishek Chauhan f

Reprint Date: Reprint Date: Reprint Date:

Jara: 26.04.2024 Jara: 26.04.2024 Hata: 26.04.2024

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

CIN: L85195AP1984PLC004507
www.drreddys.com




