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Batch Quantity / 542.220kg
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‘Product : Tbuclin Iuﬁur dispersible tablets (for children) 100 mg + 125 mg !
Mbyxnun }Ozmop _TabneTky gucneprupyemsie [ami aeteit], 100 mr

|Batch No /

Cepus Mo : Tvzzoogzz

+ 125 mr
Batc'n Quantity /
Pasmep cepuii

i )

542.220kg '

An alytical i,u,;;“?‘ﬁ No/ f 200001664426 I,}a:e of !.\I'le..;.¢,~;,/ 26.05.207% I
AHanyiuyeckui otuer Ne . i _ |Haraawanmza: T
I | g o i -
Date of Manufacture / APR-2023 ,_?ate of Expiry / VAR -2028
Tié[r_a_gnomm' (CTBA T i oreHjo: | -
| Analysis performed according ND / Ananus nposegen nio HJL: T1 NOI1252/02-150323 R _
va Test / Iloxazarean Results / PezyasTaTs f Specifieation / Hopma I
Av rerage weight of lab!ua/ 1 363.8 mg/ 363.8 mr 1357.7 mg to 372.3 mg E
i 1eIHAA Macca TabaeTor G 1(365.0 mg + 2.0 %) f
Cpen Complies/CoorBeTcTRYCT S e = 2 :
' Or 327, 7Mr 1o 3 /2,5 Mr '
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00 min 25 sec/ 00 mMuH

5 |Disselution / Pacreopenue 98% to 99 %

i i 98% to 100 %
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He Gosee 3 vy
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Uniform SUSpension passing through the
710 um sieve is formed / Obpa3syercs
OAHOPOAHAA CYCMeH3ud, NPOXOARIAN

qepesﬂ CHTO € pasMepoM  oTBeperu
710 wEM
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Product : [buclin Jumor, dispersible tablets (for children) 100 mg + 125 mg , S '
UByknun FOnrop®, Tabneticn nucneprupyemble [ang aereit], 100 Mr+ 125 vv _

Batch No / o Batch Quantity / —

Ceprs Mo : l V2100922 Pamepcopn - 2P0

! Analytical Report \;.-
AHam HTHYSCKKIE O]

RO0001664426

u)ate of Manu! Acture ADPR.2073 Date

”'{"T i ’1310"0'{5"' | . [ 'sk.‘-na

Ne Test / Mokazarenn Results / PesyasTaTsl
Method 1 / Mertor | (0.001%
-deApinophenol content /

Oipeaesnense conepxaniin !
|4-amaHODeHOTA

Method 2 'Metoxn 2

(buprofen and Paraceta Below BDL (BDL= 0.05 %) / Huxe
| umdenuﬁed 1mpurme.~. nopora perscrpauun ([P =0.05%)

iOnpeneneine |

HEHJAEHT I’.;:'HE:Vrl??’.‘ri",-l“i”‘[_\

npumecet nbynpodena

' | apatieTaMona !
l l [otal impurities (Method
hod 2}/ Cym ! .
I+Method 2) / CymmMa | 0.001%
pumecci (Meton 1 + i
"\1\. 101 £)

3 \‘lu.ruhml hmlls 1’ \llihputmn 10T HYECKAS “THCTOT] :*

THa & ¢ a v\!,\.
|‘-j‘j“;i“;“; " 26052023

performed acc =rdm01\): \H_U!H nposem Imi I: 11 NO11252/02-15

s X er E'\"Ai{"z' i_:se

Specification / Hopma

,4-aminophenol (paracetamol impurity) - !

i riot more than 0.045 % i
| 4-amurodenon (ripumecs |

4
f" \paiteramona) - He Gonee 0,005 %

'Any individual unidentified imputity of
.h'.gﬂ’{‘-xun oY ;}-;.mu;- imol - not mop:%
than 0.2 % [
{Envnnudas  HenaeHTHOHUAPOBaHHas
fmpumecs ubynpodena HIOH

i;i.ﬂ.pag:';:\uoﬁa -nedonee 0,2 %

"Not more than 0.7 % / He 6{3neem6:~’f %

i s i e

'2) Total serobic microbial Not rmore than 10° CFU/g /

1 a . A

count / Obuiec yueno i He Gonee 10° KOE/r

| a9pobHEIX .

MHKPOOPraHH3MOB ; i i

b) Total combined yeasts Less than 100 CFU/g / | Not more than 107 CFU/g / ’ i
| {and mould count / Obuse Menee 100 KOEfr He Gonee 10° KOE/r

| UHCIIO JIPOXOKERBIX H - B L -
"Remarks : The Product conforms to ND/ Opinion : APPROVED
| ITpumeuanne: [IponyxT coorseicTryeT Tpelonanuam HJT Jaxouenue: GIOBPEHO
| Prepared by / Checked by / Approved by: Manager/Executive /
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|Product : Touclin Junior, dispersible tablers (for children) 100 mg + +125 mg
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Wbyknus Onwop”, tabiierky aucneprupyembie [ans aetel], 100 mr + 125 Mr

Batch No / Batch Quantity/ . ]
V2300922 Quaniity 542.220kg

Cepus Ne : Pasmep cepun :

' tical Report No / - iDate of Analvsis /7 ... -
(Arnalytical Report 00001664426 [Date f Analysi 6057073
Anaatryecki orser No o _ . Jara ananysa: |7 _

Daie of Manufzcture /- | APR.-2023 ’_?afu of Expiry / IMAR-2028
Jlata poW3BOACTRA ! | ) _ Coter no: !

Analysis performed mvrrdn g ND / Ananus nposenen no HJI: [1 NO11252/02-150323

i Test / TlokazaTenn Results / PeayasTatsl i Specification / Hopma
Trmec E

HEBRIX IpHOOB
' Absent1n 1 g/

Orcyrersyer B 11

) E. coli

9 L;mfm mity of dn\ age wnits / OnuopoasocTs 103IHPOBAHHA
Touprofen / 6y pod 1.6
i
' i
l Paracetamol / Ilapaneramon | S 1 K
t
) \“l‘:.ﬂ KonHyecTReHHOE 17.8 » T
’ i'!HI‘i ICJICHHE
L
|
f 1232 mg/ 123.2 mr

E*3~hali be ahsentin | ¢,
{Oreyrcrauer T

he acceptance value (AV} should be
ot more than 150 Hoxazate:s
IPUEMIEMO

-—"-\..._

1e acceptance value (AV) should be
not more thau 150 [/ Ilokasure
apuemaemoctd (AV) pomxen OwiTh He
]

ftonee 15,9

1k

et (AV) momxed Goith zz-;f

i

190.0 mg 1100mg of CiHuO:
;!\“u orofen} per tablet / Ov QU() MT 710
| 110,0 Mr CuHuO: (n6ynpoden) s
|'rabrerxe

! 1125mg to 137.5mg of CiHNO;
(paracetamol) per tablet / Or 112,5 mr,

A0

rabacTke

| 11 |Package/ Yuakoska 10 tablets in PVC/Al blistcr

e s S SRS R

137,5 mr CsHoNO: f\!zapau;... MOJ1) B |

2 10 tablets in PVC/AL blister. 1, 2 or 2{}'

Remarks : The Product conforms to ND/ = Opmmn “APPROVED
IIpumeganne: [IponyxT cooTBeTcTBYCT TpeboBarmam H]T 3amouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
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Harta: 26.05.2023 | Hara: 26.05.2023 Hata: 26.05.2023 - 5
i€ Offeer 5.0-327, Raz=d No. 3, Banjara H.lis, Hydaratad - 500034, Tolassung, Ind
I: +91 40 4300 2900, Fax; +91 40 4900 2923, En mail@drreddys o
Lei Lot :
N WY r ],"




Dr.Reddy’s Q3¢

Product : Ibuclin Jumvr dxspL rsible

Hbyxnmﬁ }Omion , TACJIETKH JMUCIIEPTHPYEMBIC [nna )xe'rer«[} 100 Mmr—+ 125 Mr
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tablets {for children) 100 mg + 125 mg

i

B ~ TBatch Quantity / |
atch No / | V2300922 Q y 542.220kg
Cepusg Ne ;- i Pasmep cepiy :
et e — = e e VU —— i
| Analytic rt No ate of Analysis
i el e/ [890001654425 SRteCLABBES!  \5ee5.5001 |
! HTHYECKHH 1)"!“1.._!‘ Ne : . o N Iafra aHAIN3a: ! T
st | - -
i:hu. of Manufacture / |APR—2023 i Date ofL\ iry MAR-208
Jlata nponssojcrsa: o enjio: | ‘
| Analysis performed according ND / Anans nposesiess o H/I: 11 \v' ""“i 02-150323 ) !
Ne l'est / [lokazaTens Resul!‘; / Pe YARTATH ! Specification / Hopma
| S _ Tblisters and patient information | blisters and patient information leaflet
E i leafiet in a carton. / [o 10 vabaerok |in a carton. / [1o 10 Tabnetox B Gnucrep
| ! B Gmacrep mu3 [IBX/Al Tlo 2 m3 [IBX/AL Tlo 1, 2 wam 20 Gaucrepos

1
1

| XpaHenue

i Labeling / Mapxuposka

Storage conditions /

!i};‘llic"‘l“l BMECTE € HHCTPYKLMEH 110 E BAECTE c HECTDYKIMEC [ no,
| IPHMCHEHMIO B [12UKY KAPTOMRYIO. | MPHMEHEHHIO B 114 twwupx ;{t{_‘ym !

tAccording to ND. /B r:m'n«ﬂ'rcmmn HI

‘In the criginal packagiog (blister in carton) 4t temperature below 25 “C. / B
B oprrngansHoR ynakorke (bnucTep 8 Hauke) NpH TeMUICPATYPE HE Bbilie
257°C.

14 | Shell life / Cpox roanocTn

|3 years /5 net

* The test is performed for each 20th batch, or for ene batch in a year whichever is earlier. The test can be
absent in the certificate of analysis. / Henbiranse npoBonnaTed TONLKO UTH Kamack 20-i cepun waM IS 03800
CEPHH B oI, B 3ABHCHMOCTH 0T TOI'C, YTO HACTYNHT panee. [loxaiaTens MoXeT 0TCYTCTBOBATL B cepTrpHKATE

AHAJIHIA.

PR'exﬁ'ark:s : The-'ProEct conforms to ND/
TIpameyanie: Hponym{cogrse-mmvef Tpebozannsm HJI

Opinion : APPROVED
Jarmwuenne: OJJOBPEHO

| Prepared by/ Checked by/ ' Approved by: Manager/Exccutive /
[Toprorosnexo: R Iposepero: Himesh Kumar Onobpeno: Menemuep / P)a.usu ANTCAB
Ankit ! e Manoj Kumar ; ‘
Reprint Date: Reprint Date: | Reprint Date: T
Jlara: 26.05.2023 Hara: 26.05.2023 ! Jlata: 26.05.2023
tered Office: 8 G

-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangans, India
i +91 40 4300 -

4590 2998, Email: maitidrreddys .
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Product : Ibuclin Junior, di spersible tablets (for children) 100 mg + 125 mg B T ]
Hiyemun KOsuop |, Tabnerkn Kk pscieprupyentse [1as gereil], 100 mr+ 125 mr i o |
t i uantit i - |
Batch No V2300922, Batch Quan ty / 542.220kg |
Cepha Ne 7 | - Pazmep cepun | = e
Analytical Report No ;\.}Hwnéﬁ“;h ,?ate ofAnaIys1s/ ]2&93.2”:3 !
AHanH T iecxul oruer Na o P _|+lara aaam3a: ! o )
i:: e of Manufacture t:ﬁ%, - n te of Exp ty/ l\-i’;\}t-:’.ﬁjg i
-‘1a1 ATPORIBOICTRD T | S _ tI'onen Ao 1
\nalysis performed according ND) / Awaus nposener no AL 11 NO11252/02-150323 - |
APl name (INN)/ i i - o . -
/ . - Ib fen/ U 2H Paracetamol / Hapanetamo;
Hanvenosanne A®C (MHH): mm,.}ro_f:n. '_” Yapogs - oo _ oA {
L aps ar ar hate i f ; I
API manufacturer baich number . ’ 1201/23/A.0535 I APAP/230303077
Homep cepur npomssoauntean ADC:
{ i
!
E | J
’l-‘i)Tanur-.&c:umIﬁ Batch number/ | o T ]
. Homep cepun cyberannun FEQA00072 FEQA00127
sipon3BogNTens [UIdD: ) o . [
, ST stsed Bk ramni I IOL Chemicals and Pharmaceuticals | Granules India Ltd., India /
| APT Manufactured by & country/ HOJT Kemuka

! lIpouzsonnrens APC, crpana:

iimi;:(‘] Illtli,x
. hap Macmn.m a’nc

inc aHA | Upanyvnec Mupus | lr
Jumuren, Wunns

| Remarks : The Product conforms to ND/ ' _—(—l;u nion : APPROVED
iTpuvesanue: Hbonvkr cootBercrayer Tpeboranmsm HI Jaxaouenne: ONOBPEHO |
Prepared by / - Checked by / Approved by: Manager/Executive /
[Moproronnero: i [poeepeso: [imesh Kumar Onobpeno: Mercawep / P\m WO
Ankit . == Manoj Kumar Mot

MRep}int Date: i Reprint Date; Reprint Date: -

| Mara: 26.05.2023 Hara: 26.05.2023 | Jlara: 26.05.2023 o
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