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CERTIFICATE OF ANALYSIS
CEFTHOUHKAT AHAJIU3A

Page1of6/Crp. 1u3 6

B

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg+ 125 mg
Hoywrans Onnep . tadierin aucnepr iipyemsle [ aerteit], 100 mr+ 125 mr

\Batch No / |Batch Quantity/ |
Ceprs Ne : '\]_2300937 . ____ Pasvepcepuu: ?_42'4001(_% L o
Analytical Rep(itt No/ 200001665024 Date ofAna]y.sm/ 31.05.2023
AHanpTiueckuif otyer Ne: —_— . MHaragmama: T e
Date of Manufacturel/ May-2023 Date of E)fplryf Apr-2028 !
Hara npoussojcTea : __ Tonen no: _ e -
Analysis performed accordii: Vi A s nposeacy no HA: TINO11252/02-150323 o o
Ne Test / IloxkazaTen Resuits / PeaynsTaTsl Specification / Hd;ﬁr;;a 77 |

| Description/ Onucannme  Pink flat-faced beveled-edge iabletsi}?ink flat-faced beveled-edge tablets with
with impregnations and a score-lineimpregnations and a score-line on one

! on one side and characteristic odor. / side and characteristic odor. /

i Kpyrnvie  nuockonumuuapuyeckue ; Kpyrisie TUIOCKOLMITHHAPHYECKHE
TabNeTkn  po30BOro  LBeTa ¢ TableTKH po30Boro UBeTa c
BKpannenusmMu, ¢ dackoll u puckoll BKpannenuaMu, ¢ dackoi u PUCKOH Ha

| HAa oaHoit CTOpOHE, OOHOH CTOpOHE,

i 1 | C XapaKTepHbIM 3aMaxoM, C XapaKTEePHBIM 3AITaX0M, !
i i
2 Identification / Complies as prescribed/ The retention times of the main peaks '
HMopnauuuoeTL ! CootsercrByer on the chromatogram of the test

isolution should correspond to the
Iretention times of the peaks on the
chromatogram  of ibuprofen and
paracetamol reference standards |
solution (Assay section). / Bpemena
|  YIEDKUBAHUA OCHOBHBIX ITHMKOB Ha,
E XpOoMaTorpaMme HCIBITYEMOTO
'PacTBOpa  JOMXHBl  COOTBETCTBOBAT
 BpEMEHaM  YIepKHBAHWA IHKOB Ha

|

' XpoMmarorpamme pacTBopa
é | CTaHZApPTHEIX 00pa3uoB ubynpodena u
napaueramona (paznen

, «KomiuecTsenHoe onpenenenney).

bt e, R e e S S o S S A

I

Remarks : The Product conforms to ND/ B o Opinion : APPROVED [
Ipmeuaune: [poaykr “cooTBCTCTRY e Tpebosarnam HJJ 3akmoycnne: ONOBPEHO |
Prepared by / Checked by / Approved by: Manager/Executive / f
Tonretosneno: | IIposepero: Himesh Kumar OnoGpeno: Merietkep / Pyxosonutens
Pairdecp Kinar o N S Amit Kumar FA

Reprint Date: ereprint Date: T Reprint Date:

| Mera: 31052003 Jlaa: 31.05.2023 | Mara: 31.05.2023 )

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, lelangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1L.CO04507
wivwditeddysauin
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CERTIFICATE OF ANALYSIS

CEFTHOHKAT AHANZA

ildren) 100 mg + 125 mg

Page 2 of6/Crp.2u3 6

125 mr l

Hoyians 10u0p , Tabnetku AnClieprupyessie (s geteit], 100 mr+ .

Batch No / B e T 9 T R —

i V2300937 e SRR e e |

jLepua Ne: g e R __*_wa_?,MGEIGiJ_EH_: __m!_.__, B o
Analytical Report No / ! {Date of Analysis /

| Avwmiseont oroer Yo, 1990001665024 s s 21052023 |

il‘)a_te of I\./Ialn‘ufach—lre‘/ !May—2023 !iDate of E}fp]ry/ Apr-2028
Adranpoussogerga: [M° o _ _ Tonen o : o { R

Sutalysis performed according ND/ Aranu3 nponeaeu no i1 TINO11252/02-150323 . o i
N: mmmm Té;t/ HorcaséTenb - -R(ESI:lltS/ Pezynﬁaﬁl: ) | N S;;;:cific:;fioh/ HoﬂpMaV

} 3 ‘Aiferage weight of tablets / |
| Cpenuss macea Tabnerox

! !
4 ]-)isin_fegr.a?ion / o
Pacnapaemocts

5 Dissolution / PacTsopenue

i
i

, 6

364.2 mg/ 364.2 mr

ComplieS/COOTBSTCTByBT

00 min 27 sec/ 00 Muy 27 cek

98% to 100 %

557.7~mg to 372.3 mg_
(365.0 mg+2.0 %). / !
Ot 357,7 mr pi0 3723 mMr
1(365,0 Mr + 2,0 %)

~ INot more than 3 min /
He Gonee 3 mun
Not less than 70 %
{ (ibuprofen) after 30

70 % Q
{ (ubynpoden) wepes 30 mun

ENot less than 70 % (Q) of CsHyNO; |
(paracetamol) after 30 min / He MeHee
70% Q) CsHoNO, |
. (napaueramon) uepes 30 muy

i

Q of Ci3H;s0;
min / He mMenee'
ClsHIBOZJ

' Dispersibility / Complies / Cogrpere TBYET Uniform suspension passing through the

Hucoepenocrs 710 um sieve is formed / Obpasyercs
_OJHOpOZHAA CyCNEeH3Ms, npoxoasALas

‘uepes cuto ¢ Pa3sMEPOM  OTBEpCTHIH

| i 710 mMxm ;
| Remarks . The Product conforms to ND/ B | Opinion : APPROVED - _}
l“&imcqauue: Hpoavir coornerer BYeT Tpedosaimam HJ[ | 3aKN0Yenne: U/IOBPEHO !
Prepared by / Checked by / o ] Approved ﬁMamager/Executive / ‘“

Ioprorosaeuo: £ [TposepeHo: I4jmesh Kumar Onobpeno: Meneaiep / Pykosonutesns

! Pardeep Kumar - ” ! 3 Amit Kumar 3 L ”
Reprint Date: Reﬁt“ﬁat? T _-Repr—int_fﬁte:__ T I
_{M: 31.05.2023__ | Hara: 31.05._2923__‘__ - _Lﬂxl_.i 31._05.%0_23 o o |

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com
CIN: L85195AP1984PLCODA507
wwwedneddys.com
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Distt. Solan, H.P.,, 173 205, IND{A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTIPIIKAT AHAJIIZA

Page3 of 6/ Crp.3 us 6

Product : Ibuclin ﬁnioﬂispersible ta_—biets_(far#childrcn)'i{l(}“mg +125mg T T

j,“‘jl' i 1Ounop . Tabnerky ANCHCpTipyesbie (a8 acteii]. 100 mr + 125 mr

Batch No / Batch Quantity/ | T
|Cepust Ne - o _|Y;2_33091 L ﬁ@mep_cepan: ) |542.ﬂ}_0kg‘w o
Analytical Rep?n No / 890001665024 lDate of Analysis / j31.05.2023
| AHaNHTHYECKMIT oTueT N - __Jr Hara ananusa; ,
L dihie it oA S ML R < e
{]f)ate of Manufa(clu;e / [ May-2023 Date of E)Fpn'y/ | Apr-2028
Hata npoissoncras - S A NN L -
| Analy 518 pertormed _;1;«_01'1'@;::*__1_@"“]3 / éﬁH&ﬂMB};PL{!;-‘ leir o HJL: T1 NOI I.’@/02715032§_ . o
77 'Related substanceé / Poﬁcmeanue npuMecH N ]
Method 1/Meton 1~ 10.0004% o 4-aminophenol (paracetamol impurity) -
‘4-Aminophenol content/ ‘not more than 0.005 % |
Onpegenenue conepxanus | 4-amuHodenon {npumecs;
4-aMuHodenona 5 liapainieramona) - ve Gonee 0,005 %
} Mothod 37 Merog 2 Any individual unidentified impurity of
Ibuprofen and Paracetamol Below BDL (BDL= 6563)/ Hupke  ibuprofen or paracetamol - not more
unidentified impurities / nopora pernctpauun (TIP =6563) ' than 0.2 % i
Onpenenenue i Envkuunas HeHAEHTUPHIMpPOBaH AS
HeHACHTHDUIIMPORAHHBIX npuMecs HOynpogena 25307
' npuMeceii ubympodenan Napaneramona - He Gosee 0,2 %
Japatetasiona o ' L o i
| ' Total impurities (Method i ‘Not more than 0.7 % / He Gonee 0,7%
! I+Method 2)/ Cymma { 0.0004%, ! f
nprMeced (Merop 1 +
Merog 2) i
8  Microbial limits* / Muxpo6uosoruueckas wneroTa*
a) Total aerobic microbial | Less than 100CFU/g/ | Notmore than 10° CFU/g/
| count / Obuiee wucno Menee 100 KOE/r He 6onee 10° KOE/
| a3pobHbIX ‘
'MHKPOOPraHH3MOB !
b) Total combined yeasts TLess than 100 CFU/g/ Not more than 1(r CFU/g/ a
and mould count / OBee Menee 100 KOE/r { He 6onee 10° KOE/r |
| (4HCIIO 1poy CleBpx A S |
["Remarks ; The Prosnot canforms t6 ND/ - [ Opmiont APPRUVED
i Hpmreuanne: [Tpeykr coo LBCTCTBYCT Tpevasaniiav HJj | 3akmouenue: O l{0BPEHO ‘
t Prepared by / Checked by / { Approved by: Manager/Executive /
ﬂ onrotosneno: [Tposepero: Himesh Kumar Ono6peno: Menemxkep / Pyxosonurens
| Pardeep Kumar e ; ) e I Amit Kumar \ .\
Reprint Date: Reprint Date: o —J“Rcﬁnt_ Date: | o l
RaTa 31052008 e | JoT: 31053003 [ fom3105208 |

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.cam
CIN: L85195AP1984PLCOGAS07
www.drreddys.com
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Vill. Khol, Nalagarh Road, Baddi,
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www.drreddys.com _

CERTIFICATE OF ANALYSIS
CEPTHWMHKAT AHATI3A

Page 4 of 6/Crp.4 uz 6

"Product . Ibuclin Junior, dispersible tablets (for c—hildl%) 100 mg + 125mg ~ T T
HHGy R Kinop” | Tabrerxu ACHepripyeMble [ feTed], 100 ML+ i25mr S
| gamh Mo |v2300937 |Batch Quantity /| 542.400kg a
g i Jirsmep cepuny [ < ]
Analytical Report No / Date of Analysis / |
ﬂaaﬁuchg;gnﬁ_orqgrm : _iEQO(i)léijOZ: o A anannza; __,317'7{_)5'20_2_‘11 . |
]I_)a'te of Manufac.t.ur'e./ May-2023 [Date of E}fplry/ | Apr-2028 |
Hara npomrroncran i lopen po :

Anatysts peilonined according ND

ILIECHEBBIX rPUBOB
¢) E. coli
9 | Uniformity of dosage units
Ibuprofen / U6ynpoden

Paracetamol / IMapaueramon

i
i ]

10 Assay / Koanvectsennoe
‘ 'onpenenenne

Hpumewanne: | Iponyir o

WEIBCTCT
. hall 67 —

B

| Remarks : The Product conforms to ND/

/ AHanH; NPBOBEACH

~ Absentinlg/
f Otcytersyers 1 r

/ Onropopsocts no3uposanms

H

e
S@.lzﬁrg/C)ﬁQ.er‘

123.5mg/123.5 mr

nyet rpedosaiiny 1]

——

Prepared by /
[oarorosneto:
Pardeep Kumar

B

<

| fima: 31.05.2023

T{Eprint Date:
Jata 31.05.2023

Checked by /
IIposepeno: Himesh Kumar

no H/ I NOT1252/02-150373

——— e

'Shall be absentin g /
,Otcyrersue 8 1 r

The acceptance value (AV) should be
not more than 5.0 / IMoxrazarens
TIpHEMTeMOCTH (AV) nomxken 6wt He
Gonee 15,0 '

The abceptance value (AV) should be
not more than 15.0 / IMoxasatens .
i pnemiemocty (AV) nomken 6brte He
Bonee 15,0

900mg to 1100mg of C;3H;0,
(ibuprofen) per tablet / O 90,0 mr go
'110,0 Mr  C13H,50, (ubynpogen) s
| Tabnerke

1125mg to 137.5mg of CyHLNO,
(paracetamol) per tablet / Ot 112,5 mr
110 137,5 Mr CsHoNO, (napaueramon) s
“Tabnerke

f

e

i Opinion :
| 3akmwuenne; OTOBPEHO .
Approved by: Manager/Executive /
[ Omnobpeno: Mewe vkep / Pykosomurens
,Amit Kumar /\ . v+

Reprint Date:
_ Dt 31.05.203

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: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com



Pa
Dr.Reddy’s Q,’c’
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UGy 10unop®™, Tabnerxn a1

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

PageSof 6/ Crp.5uz 6

m_ble{morwﬁildren) 100 mgTIZSEg o |

ICHCpritpyesbie | s detei], 100 mr+ 125 mr i

BatchNo/ Batch Quantity/  |_ .
ICepm MNe: _LV_BO_O?W__ L 'Pasvep cepui : _ |542.4(}Ok_g- |
| Analytical Report No / .Date of Analysis / N D
AHanHTqucmmqu_ No - @8%0_00153502: L lI[aTa_ aHanmsa; _ ‘;31'0_5_;2(_}2{

T : , N —
]?ate of Manufaf:mre / May-2023 iD Ste af Eprlry / IApr_zozg
Mura apon BOACTES | I Toner no 7

[Analvsis perivrmed according ND/

B i’ackage / Ynaxopka
! l

12 Iabeling / MapmupaaM

13 §_t_orage conditions/
| Xpanenue
14 Shelflife / Cpok rogmocTs

PUBEAEH 1O i :]FH NOl_l _2}2]62{{5 0323

AHanmz it

10 tablets in PVC/AI blister. 2 10 fablets in PVC/AI Blister 1,2 or 20
blisters and patient information  blisters and patient information leaflet
leaflet in a carton. / ITo 10 ta6nerox in a carton. / Tlo 10 rabrerox B Gnucrep
B Gmicrep u3 IIBX/AL Tlo 2 w3 IIBX/AL Tlo 1, 2 unu 20 Gnucrepos
'GaucTepa Bmecte ¢ HHCTpYKIMeH o Bmecte c HHCTPYKIIH el no:

! NMPHMEHEHHIO B mTauKy KapTOHHY1O. NIPHUMEHEHHIO B NavKy KapTOHHYK.

' According to ND. / B cooTsetctaiy o HO

7 f In ﬁ—bﬁéﬂlaf packaging (blister 1n carton) ﬁmpe&um—bgﬁw 25°C.7

B opurunansuoii ynakoske
25°C
3 ye;rs / 5 ner

(Bancrep 8 nauxe) npu TEMIMIEPATYPE HE Bl

* 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.
CepHH B r0/l, B 3aBHCHMOCTH OT TOT0, YTO HAC

aHaau3a.

|
|

Mpumeuanmne: {Ipo KT cou
Prepared by /
Ioarotosneno:

Pardeep Kumar

Remarks : The Product conforms to ND/
JTBCTCTEALT Lpcudsaniigng H}l
Checked by /

[Tpceepeno: Himfsiz Kumar

/ VicnbITanue UPoBOANTES TOILKO s Kamgoit 20-
TYnuT padee, Ilokasarens mosker OTCYT

H cepan nwam puist OHOH
CT3OBATEL B CepTHdHKaTe

Opinion : APPROVED
| 3akmoyenne: OJOBPEHO
Approved by: Manager/Executive /
Onobpeno: MEHC,E[}Kep / PyxoBomurens
Amit Kumar N -

3

Reprint Date:
Hara 31.05.2023

Reprint Date:
I[a;rg:_ 31.05.2023

Reprint Date:
| Hara: 31.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 450C 2900, Fax; +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCOD4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHDIIKAT AHAJIN3A

Page 6 of 6/ Crp. 6 us 6

[Product : Thuclin Junior, dispersible fablets (for children) 100 mg + 125 mg T ]
Il-{‘(i} i HOmiop, TaGnerku ABCiCpriipyenble [ s geteit]. 100 mr +125mr o

Batch No / V2300937 I]?atch Qt.tannty / 542.400kg

jepuade: s _L_ — e Pasmep cepin . e I |
,Analytical Report No / Date of Analysis/ - !
AHanuTHYecKHif oTuer No !89?@1665024 i (o loraananmza: '211'05'2023

IDate of Manufacture ; i I — [Date of Expiry/ L I 1
TaTa nponssoucrea: B ,May‘2023 o _ __lonew no - N __f_/}pr"zgig _
{A__t_‘lalk,niu!kjlﬁl'tii!.__‘d aceordine I:I_D/Agagm dposesen no HIT: [TNO] 1252.’02-150_3_2} L o o ;“'
| API name (INN) / T 5 TN T
| I_{_an@oaai@e AdC (MHH): a H—ijlproT/HEfnpo%)efr ) ' Paracetamol /'E?apiaquamoL !
l | }
] API fact batch ber / i !

manuiacturer bate number

Fiomep copieR Hptimmonne s e 1201/23/A-0542 | APAP/23030307 |
| |
P e R ————————— |

FP Manufacturer APT Batch number / —j
| Homep cepuu cy6eranuun ‘ FEQA00074 [ FEQA00127

f

iogas . T IOL C?ferﬁica-]s—ahd };I;amlgEéutica_Is— Granules Iﬁd;ﬁt&:ﬁndia7 B
API Manufa‘ctur ed by & country / J Limited, India / HOJI Kemuxanc oA | Ipanynec Munns Jitn., Magus l
 Mpousomurent A®C, crpana: Qapmacstotukanc Jimuten, Mumns

g e S s — e

H":Remarkg : The Pro—aﬁct conf(_)rr_ﬁ_?;o ND/

; r?)pinion ( APPRO--V}“E_E—T= '

' Hpwrenanne: 1o 1y COOTBCTCTBY T | peGutisctitatiing HA | Sarmouenne: OIOBPEHO

[ Prepared by / Checked by/ } Approved by: Manager/Executive /
+ IMoarotoeneno: [Tposepeno: Himesh Kumar Onobpeno: Menemxep / Pyxosogureny |
J Pardeep Kumar e | _— Amit Kumar .. j

Reprint Date: T | Reprint Date: T Reprint Date; T '
,11113521:05.2023_ _L,E{tTﬁ_?lQS_%OZ_?:__ o [ ara: 31.05.2023 _’

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: LB5195AP1984PLC004507
www.dieddys,cun



