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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHATH3A
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Product: Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

HU6ykann IOunop®, Tabaerku aucneprupyemeie [niis gereii], 100 yr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepusa Ne : il Pa3mep cepHH ; 1500000.0 Tab
Analytical Report No / 040002672103 Date of Analysis / 28.09.2024
AHAJIATHYECKHI oTHeT No : i om JaTa anas3a: il

Date of Manufacture / 09/2024 Date of Expiry / 08/2029

JarTa npou3BOACTEA ; T'onen 1o :

|Analysis performed according ND / Aranus npoeejien no HJI: JITI-Ne(004427)-(PI'-RU)-260124

Ne Test / TlokazaTenn

Results / PesyapTaTh!

Specification / Hopma |

|”Description / Onncanne

2 |Identification/
IToaAHHAOCTD

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyribie miaockolHinHAPHYECKHE
Tabnerku po30BOrO  lBETa C
BKpAarIeHUAMY, ¢ Gackol H pHcko#
Ha OJHOI CTOPOHE, C XapaKTEPHBIM
3araxoM.

Complies as prescribed/
CooTBeTcTBYET

Pink round flat-faced beveled-edge tablets
with impregnations and a score-line on one|
side and characteristic odor/ Kpyrmbie
MI0CKOLMAMHAPHUECKHUE TabneTku
PO30BOTO [BETA C BKPAIJIEHHAMH, ¢ PacKoi
W puckodl Ha O#HOH CTOpoOHe, C
XapakTepHbIM 3aaxoM.

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)KUBAHHS  OCHOBHBIX ~ NMHKOB  Ha
XpOMaTorpaMMe HCIBITYeMOro pacTBopa
HIOKHBI  COOTBETCTBOBAaTR  BpEeMEHaM
YAEpKHBaHU THKOB Ha XpOMATOrpamme |
pacTsopa CTAHJAPTHRIX o0pasuos
ubynpodera u napaneramona (pasnen
«KonuyecTBeHHOE OnpefeneHHe»).

Remarks: The Product conforms to ND/
IIpumeuantie: IIponykT cooTBeTcTByeT TpedoBannam HJI

Opinion: APPROVLED
3axmouenne: OJJOBEPEHO

Prepared by /
Moarotornexo: Nitin Sharma

il

Checked by /

[IpoeepeHo: Santosh Kumar Maurya

Approved by: Manager/ffxecutive /
Onobpeno: Meneikep)) I’_\fuc?;cmwrcnb

Abhishek Chauhan

(-J
Reprint Date:

Jara: 28.09.2024

Reprint Date:
Jara: 28.09.2024

—

Reprint Date:
Hara: 28.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4300 2999, Ernail: maii@drreddys.com

CIN: L85195AP1384PLCO04507
www.direddys.com
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTA3A

Page 2 of 6/ CTp. 213 6

Product: 1buclin Junior, dispersible tablets (for children) 100 mg + 125 mg

H6ycaun IOnunop®, Tabnerku gucneprupyemsie [ans gerefi], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : 241378 Pasmep cepHm ¢ 1500000.0 Tab
Analytical Repo;t No/ 040002672103 Date of Analysis / 28.09.2024
AHAJHTHYECKRH oTueT Ne ¢ JlaTa aHaJH3a:

Date of Manufacture / 09/2024 Date of Expiry / 08/2029

JlaTa NPOH3BOJACTBA @ T'omen oo :

Analysis performed according ND / Anaqmz nposegen no HJI; JITT-Ne(004427)-(PI'-RU)-260124 bl

Test / [loxazaTenb |I

,Nel

Results / Pe3ynsTaThl

Specification / Hopma

PacTtBopenne

6 :DispersibilitSJ e
JHcmepcHOCTL

~ Complies / CooTeeTCTBYET

Related substances / PoACTBEHHBIE TPHMECH

99 % to 100%

3 | Average weight of tablets | 365.2 mg/ 365.2 MT 357.7mg to 372.3 mg
|/ Cpennsan macca . - (365.0 mg + 2.0 %). /
Taberox Comglies(Le o e Or 357,77 Mr zo 372,3 mMr
(365,0 Mr £2,0 %)
4 |Disintegration / 01 min 00 sec /01 mun 00 cek | Not more than 3 min 7l
PacnagaemocTh He 6onee 3 MuH
5 | Dissolution / 100 % to 102% Not less than 70% (Q) of C13H1802

(ibuprofen) after 30 min / He menee 70 %
(Q) C13H1802

(u6ynpoden) gepe3 30 MuH |
Not less than 70 % (Q) of C8HINO2

(paracetamol) after 30 min / He menee 70 %
Q C8HINO2

(napaueramon) yepes 30 MuH

yepes CUTO ¢ pasMepoM oTBepeTHH 710

Uniform suspension passing through the
710 um sieve is formed / OOGpaszyercs
OANHOpOAHAs  CYCIEH3HUs, IPOXOAsILas
MKM

Remarks: The Product conforms to ND/

Ipumeuanune: [IpoaykT coorBercTByeT TpeboBaHusaM H]|

Opinion: APPROVED
3akaruenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager{Executive /
Iloarotosaeno: Nitin Sharma | Mposepero: Santosh Kumar Maurya | Onobpeno: Menemsep// PykgeonuTeis
\A { h Abhishek Chauhan /| 7“
o = (S
Reprint Date: Reprint Date: Reprint Date:
IaTa: 28.09.2024 Jlarta: 28.09.2024 Jara: 28.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
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’ . Vill. Khol, Nalagarh Road, Baddi,
F. Reddy S Ne Distt. Solan, H.P,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHATH3A

Page3of 6/CTtp. 313 6

[Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOunrop®. raGaerin nuenepriupyemsie [uis gereit], 100 mr+ 125 mr
Batch No / V2401978 Batch Quantity / 1500000.0 tab /
Cepus Ne Paznep cepin : 1500000.0 Tab
Analytical Report No / 040002672103 Date of Analysis / 8.09.2024
AnaTHyeckHii oryer Ne : JlaTa aHAJIH3A:
Date of Manufacture / 09/2024 l?ale- of Expiry / 08/2029
Jlara npoH3BOJICTRA ¢ I'ozen mo :
Analysis performed according ND / Aranns nposegen no HIL: JIT-Ne(004427)-(PI™-RU)-260124
Ne Test / Tokazatens | " Results/ Pe3y/ibTaThl Specification / Hopma
| Method 1/ Merton 1 4-aminophenol (paracetamol impurity) - not
4-Aminophenol content / 0.0002 % more than 0.005 %
i)npeaenenne oML 4-avmHodeHon (npumecs napaleramona) -
-amuHopexona e Gosee 0,005 %
'Method 2/Meton2 'Any individual unidentified impurity of|
| Determination of 0.05 % ibuprofen or paracetamol - not more than|
Ibuprofen and Paracetamol 02% '
. . . by 1
gmd:nuﬁed 1'mpur1tles J Enunununasn HeaJeHTAQUIMPOBAaHHAS
AL npuMecs uGynpodeHa WK napaueramona -
HEHIEHTHOHIIAPOBAHHBIX
" He Gonee 0,2 %
npumeceii ubynpodeHa u
| apaueTamona
Total impurities (Method 0.05 % Not more than 0.7 % / He Gonee 0,7 %
1+Method 2) / CymmMma
npumeceit (Meton 1 +
Meton 2)
8 Microbial limits* / MukpoGHonoruueckas 4ucrora* ) s
a) Total aerobic microbial | NA [Not more than 103 CFU/g /
count / Obuiee uucio He Gonee 103 KOE/r
a’pobOHbIX
MHKpPOOPraHHU3MOB
Remarks: The Product conforms to ND/ Opinion; APPROVED
1lpumeyanne: Tipoaykt cooTBeTcTBYCT TpeSosanmaM HI| 3aimoucune: OJOBPEHO
Prepared by / Checked by / Approved by: Managgr/Executive /
[ToaroroeneHo: Ni\tin Sharma | TTposepeno: Santosh Kumar Maurya | OnobGpeno: Menewicgp / PygooanTens
' t‘% Abhishek Chauhan / f
Reprint Date: Reprint Date: - Reprint Date: ==
Jara: 28.09.2024 JaTa: 28.09.2024 Tara: 28.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.direddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.
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 AHAJIW3A

Paged4 of 6/ CTp. 413 6

ﬁ)duct' Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

|M6yKsIHH IOnnop®, Ta6aerku gucneprupyemsie [nas gereit], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepusa Ne : V278 Pasmep cepHu : 1500000.0 T2
Analytical Report No / 040002672103 Date of Analysis / 28.09.2024
AnanuTHyeckuii oTaeT Ne o JlaTa ananun3a: il

Date of Manufacture / 09/2024 Date of Expiry / 08/2029

JlaTa mpoM3BOACTBA ; T'ogeH no :

Analysis performed according ND / Anains nposeaen no HJL: JIT1-Ne(004427)-(PT’-RU)-260124

Ne Test / [TokasaTemn ~ Results / Pe_synb'ran,r lSpemﬁcatlon/ Hopwma
b) Total combined yeasts NA  INot more than 102CFU/g /
and mould count / O6ee He 6onee 102 KOE/r
YHCNO APONOKEBBIX H
TUIECHEBBIX rpuboB
‘¢)E.coli NA Shall be  absent in lg /
' OrcyretBue B 1 T
| ¢ |Uniformity of dosage units / O}IHOpOL{HOC_TB JO3UpOBaHUSA =
Tbuprofen / U6ynpoden ] 1.3 The acceptance value (AV) should be not
l' more than 150 /  Iloxasarens
| npremieMocTH (AV) nomxed OblThb He
i Gonee 15,0
 Paracetamol / " 1.6  |The acceptance value (AV) should be not|
IMapaueramon more than 15.0 /  TlokasaTtens
npuemneMoctH (AV) momkeH ObTL HE
' gonee 15,0
10 [Assay / KonndecTBeHHoe 100.3mg/1003mMr  |90.0mg to 110.0mg of C13H1802
| ompeneJieHHe (ibuprofen) per tablet / Ot 90,0 Mr no
‘ 110,0 Mr CI13H1802 (ubynpoden) B
tabnetke
122.7mg/ 122,7 Mr 1125mg to 137.5mg of C8HINO2

(paracetamol) per tablet / Or 112,5 Mr j10

ITpuveyanue: [IpoJlyKT COOTBETC

Remarks: The Product conforms to ND/

tByeT TpeboBanuamM HJI

Opinion: APPROVED
3aknouenne: ONOBPEHO

Prepared by /

Checked by /
IMpoeepeno: Santosh Kumar Maurya

Approved by: Manager/Bxecutive /
Ojobpeno: Menejixep / Pvn:o?b;unem.

Hara: 28.09.2024

Jara: 28.09.2024

IToaroToBNIEHO: Nil'\n’S 14
— F AR Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date:

Jlarta:; 28.09.2024

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
wivw.direddys.coni




Dr.Reddy’s ‘

Dr. Reddy's Labaratories 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
CEPTHOUKAT AHAJTU3A

Page5 of 6/CT1p. 513 6

Product: Ibuclin Junior, dispersil_)ié tablets (for children) 100 mg + 125 mg
W6y FOunop®. Tabaericu aucneprupyembie [ast gereii], 100 mr + 125 Mr

Batch Quantity / 1500000.0 tab /

|Jlara mpoH3BOACTEA :

Batch No/

Cepiint Ne : LR Pazmep cepud : 1500000.0 Tab
Analytical Report No / 040002672103 Date of Analysis / 28.09.2024
AuannTaueckuii oTyer No @ Hara anannsa:

Date of Manufacture / 09/2024 Date of Expiry / 08/2029

Tonen oo :

Analysis performed according ND / Ananns nposeaen no HJI: JITTI-Ne(004427)-(PI-RU)-260124

Ne Test / Iloka3zaTenanb

|
11 Package / YnakoBka

| Specification / Hopma 'l

Results / PesyabsTaTsl i
s [ - [137,5Mr C8HY9NO2 (mapaueramon) s
Tabnerke

10 tablets in PVC/Al blister. 2|10 tablets in PVC/AI blister. 1, 2 or 20|
blisters and patient information |blisters and patient information leaflet in a
leaflet in a carton. / [To 10 taénetox | carton. / ITo 10 TabueTok B 6mucrep na‘
B 6mucrep u3 TIBX/Al. Ilo 2|IIBX/AL o 1, 2 unu 20 611cTepOB BMECTE |
6McTepa BMECTE ¢ WHCTPYKIHEH |C MHCTPYKUHEH MO MPUMEHCHHIO B MauKY
no  NpPUMEHEeHWIo B [a4Ky | KAPTOHHYIO. |
KapTOHHYIO. ‘

12 |Labeling / MapkupoBKa

According to ND. / B cootsercTemn ¢ HL, '

13_;'Storage conditions /

In the original packaging (blister in carton) at temperature below 25 °C. /Ji

XpaHenne B opurnnansHok ymakoeke (6nucrep B nauxe) npy remnepatype He abitue 25 °C. |
| |

14 |Shelf life / Cpok S years / 5 ner |
TOOHOCTH

* The test is performed for each 20th batch, or for one batch in a year whichever is earlier. The test can bec absent
in the manufacturer's certificate of analysis. / McneiTaHHe NPOBOANTCS TOJAbKO AJIH Kamnoii 20-i cepun MM IR
oIHOii CepHH B TOJ, B 33BHCHMOCTH OT TOTO, YTO HACTYOHT panee. Jlokazaredb MOXET OTCYTCTBOBATL B
cepTH(hHKATE AHATHIA POH3BOTHTEIH.

Remarks: The Product conforms to ND/ Opinion: APPROVED

lpumeqanue: 11pogyKT cooTBETCTBYET Tpebobarnsm L1]] 3armovennc: OMOBPEHO

Prepared by / Checked by / Approved by: Manag *r_yzxccul'vc /

TToaroToBneno: Nitin Sharma | Ilpoeepeno: Santosh Kumar Maurya | Omobpeno: Menewkep! Pykopoantens
n 5 ) Abhishek Chauhan k ﬁ

Reprint Date: Reprint Date: Reprint Date:

Mara: 28.09.2024 Hara: 28.09.2024 Jara: 28.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4300 2998, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy’s ":0'

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIH3A

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

Page 6 of 6 / CTp. 612 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
UbyxkauH FOunop®, Tabaerku aucneprapyembie [pius geteii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /

Cepusi Ne : j2801578 Pasmep cepHH : 1500000.0 Tab

Analytical RepO}'l' No / 040002672103 Date of Analysis / 28.09.2024
ARaJHTHYECKHIT 0T7eT Nb : JlaTa aHasu3a; |
Date of Manufacture / 09/2024 Date of Expiry / 08/2029

JlaTa npou3BOACTEA : Toxmei go :

Analysis performed according ND / Ananns nposegen no HJI: J. IT1-Ne(004427)-(PT-RU)-260124

Homep cepuH cybcTanuuu
npon3sognTena LJId:

API name (INN) /
Hanmenosame ADC (MHH): Tbuprofen / UGympoden Paracetamol / [TapauetaMon
API manufacturer batch number / PIBM240151 0288/24-25
Homep cepun nponssoanteis APC:
FP Manufacturer API Batch number /
FERA00480 FERA00390

API Manufactured by & country /
IIpouzeogurtens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa ktrB
dapma Caitencus Jlumuren, Huansa

Sri Krishna Pharmaceuticals 1Ltd.,
India / Upn Kpuiuxa
®apmacerotaxans JIta., Munna

Rennar ks. The Troducd vonfor s to NDY

Tpumeuanne: lpoaykr cooTsetcTByet TpeboBannsM HJ|

Opinion: APPROVED
Jaxmogenne: UJOBPEHO

Prepared by /

Honroroanenc;:jl;}shma

Checked by /
Ipoepeno: Santosh Km;lz_bi‘[aurya

e

Approved by: Manager/Ejxecutive /
OnoSpero: Menemiep /PykogoanTes
Abhishek Chauhan (’ 70

_—

Reprint Date: ~
JlaTa: 28.09.2024

Reprint Date:
Iara; 28.09.2024

—

Reprint Date:
Iata; 28.09.2024

Registered Office: 8-2-337, Road No. 3, Barjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO045T7
www.drreddys.com




