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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIHM3A
Page1of 6/CTp. 1u3 6
'Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6 ykann FOuuop®, Tabaerku gucneprapyemsie [ans aeteii], 100 mr + 125 mr
Batch No/ Batch Quantity / 1500000.0 tab /
Cepus Ne : M Pa3zmep cepuu : 1500000.0 Tab
Analytical RepoI‘t No/ 040002754994 Date of Analysis / 17.12.2024
AHaJIUTHYECKHH oTyeT Ne : JaTa apanmuza:
Date of Manufacture / 11172024 Date of Expiry / 10/2029
JlaTa npoH3BO/ACTEA : lNogen o :

Analysis performed according ND / Anann3 nposenen mo HJL: JITT-Ne(004427)-(PI'-RU)-260124

Ne Test / Iloka3zaTens

| Results / Pe3yabtaThl

1 |Description / Onucanue

2 | Identification /
IToMJIHHHOCTD

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

score-line on one side
characteristic odor.

[ Kpyrnste [UIOCKOLMTHHAPHYECKHUE

'TabneTkn  pO30BOTO  LBETA

| BKparuieHUsIMH, € $ackoii U pUCKOH
Ha OJHOH CTOPOHE, C XapaKTEPHBIM

3anaxomMm.

~ Complies as prescribed/
COOTBETCTBYET

- Speciﬁcatiz)n / Hopma

Pink round flat-faced beveled-edge tablets
with impregnations and a score-line on one
side and characteristic odor./ Kpyrnble
TUIOCKOLMTHHAPHIECKUE Tabnetku
PO30BOrO LBETa C BKPAIICHHAMH, ¢ packoit
W pHcKOH Ha OAHOM CTOpoHe, C|
XapaKTepHBIM 3allaxoM.

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
YAEp)KMBaHUs  OCHOBHBIX ~ NHKOB  Ha
XpOMaTorpaMme HCIBITYEMOTO pacTBOpa
OOIDKHBI  COOTBETCTBOBATH  BpPEMEHaM
yIepXKHUBaHUs THKOB HAa XpoMarorpaMmme
pacTBOpa CTAHJIAPTHBIX 06pazuos
uOyupodena ¥ Tapaneramona (pasici
«ONMUECTBEHHOE ONpPEJEITIEHHE).

1

Remarks: The Product conforms to ND/
Tpumeuanne: [IpoaykT cooTBeTcTBYeT Tpedosaniam HIT

Opinion: APPROVED
Zaxawouenne: OJIOBPEHO

Prepared by /

Maurya

[Toarorosneno: Santosh Kumar

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoautens
Pavan Kumar Sharma (-

Reprint Date:
Jata: 17.12.2024

Reprint Date:
Hata: 17.12.2024

Reprint Date:
JHarta: 17.12.2024

wevvLaireddys com




Dr. .Re'ddy"s ":'

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJINA3A

Page2 of 6/ CTp. 213 6

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

Woyknnn FOuunop®, Tabnerku ucneprupyembie s gereii], 100 mr + 125 mr

Batch No/ V2402595 Batch Quantity / 1500000.0 tab /
Cepus Ne : Pasmep cepus : 1500000.0 Tab
Analytical Rep0ft No/ 040002754994 Date of Analysis / 17.12.2024
AHaJTHYECKHH oT4deT No : Jara ananusa:

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

JiaTa npoH3BOACTEA : Togen jo :

Analysis performed according ND / Anajus npoBsejien no HJE: JITI

-Ne(004427)-(PI'-RU)-260124 |

Ne Test / Iloka3zaTeJb

Results / Pe3yabTaThl

| Specification / Hopma

3 | Average weight of tablets
/ Cpennsisi Macca
Ta0JIeTOK

363.8 mg/ 363.8 mMr

Complies/CoOTBETCTBYET

4 |Disintegration /
PacnagaeMoCcTh

00 min 55 sec / 00 MuH 55 cex

357.7 mg to 372.3 mg
(365.0 mg + 2.0 %). /
Ot 357,7 Mr bifs) 372,3 Mr
(365,0 mr + 2,0 %)

[ Not more than 3 min /

He 6onee 3 MMH
|

5 |Dissolution /
PactBopenue

96 % to 102%

99 % to 104 %

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

(ubynpoden) gepe3 30 MUH
Not less than 70 % (Q) of C8HONO2

(paracetamol) after 30 min / He menee 70 %
Q C8HONO2 |

(mapaueramoi) yepes 30 MHH

6 |Dispersibility /
JlucrepcHOCTE

Complies / CooTBETCTBYET

Uniform suspension passing through the
710 pm sieve is formed / O6pasyercs
OJHOpPOJHAs  CYCNEH3usi, MpPOXOoAslias
yepe3 CUTO C pa3MepoM oTBepcTUi 710 MKkM

L

7 | Related substances / POACTBEHHBIE IPAMECH

Remarks: The Product conforms to ND/
IMpumeuanne: [TPOAYKT COOTBETCTBYET TPeOOBAHMAM HI

Opinion: APPROVED
3aknouenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Santosh Kumar

Maurya

Checked by /
IMposepeno: Pardeep Kumar

—

Approved by: Manager/Executive /
Onobpero: Menemxep / PykoBoanTeb
Pavan Kumar Sharma /-,

e

Reprint Date:
Jara: 17.12.2024

Reprint Date:
Tfata: 17.12.2024

Reprint Date:
Jara: 17.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +51 40 4900 2960, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P.,, 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A
Page3 of 6/ CTp. 313 6
Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
UGykann FOunop®, TabaeTku yucneprupyemple [1s pereii], 100 mr + 125 mr
Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : [y2402595 Pasmep cepni : 1500000.0 Ta6
Analytical Repo:‘t No/ 040002754994 Date of Analysis / 17.12.2024
AHanuTHdecKkHii oTuer No : JlaTa aHaJIH3a;
Date of Manufacture / 11/2024 Date of Expiry / 10/2029
/JaTa mpOM3BOACTEA : Tojew o :

Analysis performed according ND / Anajnu3 npoBejien
) P

1o FLL: JITI-Ne(004427)-(PT-RU)-260124

Test / [loka3zarenb

‘Method 1/ Mertog 1
4-Aminophenol content /
OnpeneneHde CoIepKanusa
4-amuHodeHona

N

Method 2 / Meton 2
Determination of
Ibuprofen and Paracetamol
unidentified impurities /
Onpenenexne
HeuJeHTU UL POBAHHBIX
npumMeceil n6ynpodeHa u
napaueramoda

Total impurities (Method
1+Method 2) / Cymma
npumeceit (Meron 1 +
Meron 2)

Results / PesyabTaThl

0.0004 %

Below BDL (BDL=0.05 %) / Huxe
fiopora perucrpauuu

(TIP =0.05%)

0.0004%

_\_Speci—ﬁcatiFl / Hopma

4-aminop—henmpﬁcetﬁol impurity) - not
more than 0.005 %

4-amuHodeHON (TPUMECh NAPALETaMONa) -
He 6onee 0,005 %

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

Enunuunas HeueHTHULIM poBaHHas
npumMech ubynpodena niy napaueTamona -
He 6onee 0,2 %

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

Remarks: The Product conforms to ND/
Mpumeganne: [IpoAyKT COOTBETCTBYET tpebosanusamM HII

Opinion: APPROVED
3aksouenue: OJJOBPEHO

Mara: 17.12.2024

Jara: 17.12.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Toxrotosneno: Santosh Kumar | IIposepeno: Pardeep Kumar Onobpeno: Menemxkep / PyKoBOAHTENb
Maurya 2 Pavan Kumar Sharma A

i = Q‘L'/ s
Reprint Date: Reprint Date: Reprint Date:

Jata: 17.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +G1 40 4900 2900, Fax: +91 40 4300 2929, Email: mait@drreddys.com

CIN: L85195AP1884PLCDO4507
wwvedireddys.com




Dr.Reddy’s “':"

Dr. Reddy's Laboratories Ltd,
Formulaticn Unii-6

Vill. Khol, Nalagarh Road, Baddi
Distt. Salan, H.P., 173 205, {ND:A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJTU3A

Page 4 of 6 / CTp. 443 6

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

HG6yKIHH TOuuop”, TaG/IeTKH AHCIEprupyeMbic [aas nereii], 100 mr + 125 mr [

Batch No/ Batch Quantity / 1500000.0 tab /

Cepnst Ne : e Pa3mep CepHH : 1500000.0 Tab

Analytical Repourt No/ 040002754994 Date of Analysis / 17.12.2024
AHanuTH4ecKnii oTyeT Ne : JlaTa aHam3a:

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

JlaTa NpoM3BOJACTBA : Tomen oo :

|Analysis performed according ND / Anaaus nposenen no HJL: JIT1-Ne(004427)-(PT"-RU)-260124 |

Ne Test / loxasarenb Results / Pe3yabTaThl ‘Speciﬁcation / Hopma
_8__M§:robi—al limits* / MMKpOGyl_onomqecKaﬂ ypcroTa®
a) Total aerobic microbial [ NA ~ [Not more than 103 CFU/g /
count / Ob1ee 4UCIO He 6onee 103 KOE/r
a’pOoOHBIX
MHKPOOPFraHH3MOB
b) Total combined yeasts | — NA ~INot more than 102CFU/g /|
and mould count / Obiiee He 6onee 102 KOE/r
YUCIIO APOMNCKEBBIX U
TMIECHEBBIX IPHOOB
_C)ECOT - N NA Shall be absent in lg /|
‘ OtcytcTBUE B 1 T
9 [Uniformity of dosage units / OXHOPOAHOCT no3np03aﬁﬂ - o o |

| Tbuprofen / U6ynpodeH

Paracetamol /
[Napaucramon

33

| The acceptance value (AV) should be not
more than 15.0 /  Ilokaszarens
npuemiemoctd (AV) JOMKEH ObITH HE
Gonee 15,0

The acceptance value (AV) should be not
more  than 15.0 /  Iloxasateib
npueMnemocti (AV) JODKEH OBITH HE
‘6onee 15,0

Remarks: The Product conforms to ND/

Ipuveuanne: [IpofyKT COOTBETCTBYET tpedosanuaM HI

Opinion: APPROVED
3axmouenne: OJJOBPEHO

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

IToarotosnexo: Santosh Kumar | TIposepeno: Pardeep Kumar Opo6peno: MeHemkep / PyROBOAHTED

Maurya ,ﬁ@\ i Pavan Kumar Sharma For—n
[P St s ——

Reprint Date: Reprint Date: Reprint Date:

Jlata: 17.12.2024 Jara: 17.12.2024 Iara: 17.12.2024

Reﬁ‘ ~ S i F QD22 H H
515Leridlpfg?e; 8 ’/_-3J7“, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: #6140 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com ’

CIM: L85195AP1984PLCO04507
www.direddys.com




| 'Dr.\Reddy’s ‘_':"

Dr. Reddy's Laboratories (id.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tal 1 +91 98166 56001-02
wony diveddys . com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page Sof 6/ CTp. 513 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyknud Ounop”, TaGJeTKM AHcHeprupyeMbie [nas peeii], 1

00 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : V2402595 Pasmep cepHH : 1500000.0 Tab
Analytical Repoz‘t No/ 040002754994 Date of Analysis / 17.12.2024
Ananuruyecknii oryer Ne : Jara aHaju3a:

Date o.f Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa npoH3BOACTEA : Togen fo &

Analysis performed according ND/

Anaans nposeaen mo HJL: JITT-Ne(004427)-(PI'-RU)-260124 |

- S [ S
‘ Ne Test / lokazaTenn T Results / Pe3yabTarhl Specification / Hopma
10 'Assay/Ko.nﬂqe_CTBeﬂﬂoe 101.5mg/101.5 Mr 90.0 mg to 110.0mg of C13H1802
onpeeIcHHe (ibuprofen) per tablet / Ot 90,0wmMr no
110,0 mr  C13H1802 (ubynpoden) B
tabneTke
123.2 mg/ 123.2 Mr 112.5mg to 137.5mg of C8HINO2
(paracetamol) per tablet / Ot 112,5 mr go
137,5 Mmr C8HONO2 (mapaueramoi) B
tabnerke
11 |Package / YnakoBKa 10 tablets in PVC/Al 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. / [To 10 ta6neTok | carton. / Ilo 10 tabneTok B OJHCTEP H3
|B Onucrep U3 IIBX/Al. Tio 2|IIBX/Al Ilo 1, 2 nim 20 6:1uCTEPOB BMECTE
GrMcTepa BMeCTe C MHCTpYKIMed |C MHCTPYKUMEH 10 MPUMEHEHHIO B MayKy
0  TNpPUMEHeHMIO B 24Ky KapTOHHYIO.
KapTOHHYIO.
| 12 [Labeling / MapxupoBxa According to ND. / B coorserctsun ¢ HJL.
13 | Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
XpaHenue B OpUrHHANbHON YIIaKOBKE (6mMcTep B Mavke) Mpy TEMIEPAType HE BBILC 25°C.
14 |[Shelflife / Cpox 5 years / 5 net
| TOAHOCTH B
Remarks: The Product conforms to ND/ Opinion: APPROVED
I pumeuanue: [TpoyKT COOTBETCTBYET tpebosanuam HJT Baxmoyenne: OQJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosieHo: Santosh Kumar | IIpoBepero: Pardeep Kumar Opobpeno: Menemxep / Pykosoanrens
Maurya ‘Df__f_ Pavan Kumar Sharma < e
Reprint Date: Reprint Date: Reprint Date:
Jata: 17.12.2024 Jara: 17.12.2024 Hara: 17.12.2024

Registered Ofﬂfe: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5060234, Telangana, india
Tel: +91 40 4500 2900, Fax: +91 40 49060 2999, Email: mail@drraddys coom ‘

CIN: L85195AP1984PLCO0AZ0

www.drreddys.com
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- - Dr. Reddy's Laboratories Ltd.
. M ~ Formulation Unit-6 )
) L ]
Dr. Reddy s ". Viil Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND|A
Tal:+91 98165 56001-02
www.direddys.com

CERTIFICATE OF ANALYSIS
CEPTHU®UKAT AHAJIU3A

Page 6 of 6/ CTp. 6 u3 6

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

MoyriuH HOunop”, TaGIeTKM ANCHEPTHPYEMBIC [nas aereii], 100 mr + 125 mMr

Batch No/ Batch Quantity / 1500000.0 tab /

Cepns Ne : sty Pazmep cepl : 1500000.0 Tab

Analytical Repoz’t No/ 040002754994 Date of Analysis / 17.12.2024
Anajurngeckuii oTyer Ne : Jlata avanuza: |

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

JlaTa Npou3BOACTEA : Topengo:

|Analysis performed according ND / Ananu3 nposeges mo H/: JIII-No(004427)-(PT-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. / HcnpiTaHue NPOBOAUTCS TOJIBKO JUIH Kasxaoi 20-ii cepun WIIK A

OIIHOﬁ cepun B 1o, B 3aBUCHMOCTH OT TOr0, 4TO HACTYIIHT PpaHEe. Tloka3arelb MOXKCT OTCYTCTBOBATL B

cepTu([mKaTe aHaJIH3a l'lpOPBBO}]HTeJ'lSI.

API name (INN) /
Hanvenosanue A®C (MHH): Tbuprofen / U6ynpoden Paracetamol / ITapaneramon
API manufacturer batch number / 1201/23/A-0568 APAP/24091293

Homep cepiii NPOH3BOANTEH ADC:
FP Manufacturer API Batch number /
Homep cepus cyOCTaHIME
npouzsoautens [JID:

FEQA00082 FERA00538

JOL Chemicals and Pharmaceuticals Granules India Ltd., India /
API Manufactured by & country / Limited, India / MOJI Kemukarnc sup | I'patynec Wuaus JIta., Anaus

poussoputens APC, cTpana: ®dapmacstoTuxanc Jumuren, Haaus ]
Remarks: The Product conforms to ND/ Opinion: APPROVED
Mpumeuanne: [1poayKT COOTBETCTBYCT tpebosannsiM HJL 3axmouenue: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Santosh Kumar | IIpoepero: Pardeep Kumar Opobpeno: Mexemxep / PyKoBOAHTE:
Maurya dﬁ Pavan Kumar Sharma Ao
e | =
Reprint Date: Reprint Date: Reprint Date:
Jata; 17.12.2024 Jara: 17.12.2024 Jara: 17.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4500 2500, Fax: +61 40 4360 2599, Email: mail@drreddys.com ,
CIN: L85195AP1984PLCIV4E07
www. drreddys.com




