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Ubyrnun KOuuop”, rabneTku aucniepripyembie [ans getei), 100 mr+125mr o

i 1
Batch No / IV2301473 BﬁtCh Quarm ty / 54000kg
CepusiNe: o . _ - o Paamep cepun : o 1
Analytical Rep(zrt No/ i89000i679509 Date ofAnal¥51s/ 11.08.2023
Ananntudeckui otuer Ne : Jlara aHajusa: o
iDate of Manufacture / Tul-2023 Date of Expiry/ Jun-2028
JaTa npon3BOACTRa : lonex 0o : -

|Analysis performed according ND / Ananus nposener no HIT: [T N011252/02-150323

Test / Ilokasarens ; Results / PeaynabTaTsl
1 Description / Onucanue

Ne

1 'Pink round flat-faced beveled-edge
i Etablets with impregnations and a
'score-line on one side and!
| characteristic odor. /
‘ {Kpyrisle  NIOCKOLUHIHHAPHYECKHE
TabneTkn  po3oBOrG  LBETA C
BKpalIeHnaMy, ¢ dackoil u puckoi
|HA OIHOH CTOpPOHE, C XapaKTepHBIM
'3anaxom.

‘Identification /
i 1lopnmuuHOCTD

H

CootgercTByer

1
I
1

|

]

Specification / HOpM;Sl
Pink round flat-faced beveled-edge
tablets with impregnations and a score-

¢

line on one side and characteristic odor./,
Kpyrisle TMJIOCKOLHIME L pHYECKIe
TabneTkM ~ pO30BOr0  uBeTa ¢!

BKpalUIeHUAMH, ¢ (ackoit # puckoit Ha
ONHOM  CTOpOHE, C  XapaKTepHbIM
3aMnaxoM. i

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  yNEpXMBAaHMS  OCHOBHBIX
HKOB Ha Xpomarorpamme
HCOIBITYEMOI'O  pacTBOpa  JIOJDKHBI
COOTBETCTBOBATh BpeMeHaM
YAEpKHBAHHA IIHKOB Ha
XPOMATorpaMMe PAacTROPa CTAHNAPTHAIX
obpasuos nbynpodena ¥ napateraMona
(paznen «Konnyecreentoe
OTpelieneHuen).

ﬁlfe—marks—:_'fhe Product conforms to ND/
Ipumeuanne: [Ipoayxr cooTseTcTBYeT TpeGoBanmam H]T

Opinion : APPROVED

Prepared by / r Checked by /
| IToaroToBNEHO: A [posepeno: Santosh -k umar Maurya
Ankit (A
Reprint Date: Reprint Date:
Jara: 11.08.2023 Hara: 11.08.2023

Jaxnouenue; QJJOBPEHO %‘
Approved by: Manager/Executive /
Onobpeno: Menemxep / PvkoBonnteis |

Manoj Kumar Vo
AL

Repﬁnt Date:
Jlara: 11.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@d
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www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

Product: Ibuclin Juni—ormcfispérsiﬁfe‘ tablets (for E:]u]dren) 100 mg +125 mg

Hbyicmin iOHHop Tabnetku pucneprupyemsie [ans gereid], 100 mr+ 125 mMr
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Page20f6/Ctp. 2 H3 6

Batch No / Batch Quantity / ’ i

Cepust Ne ~ | Biiglaie Pasmeg CEPHH oAl (}Okg |

Analytical Report No / 890001679509 Date of Analysis / 11.08.2023

Ananutiuecknif orueT Ne: | 3 |data asamuza: | R
|Date of Manufacture / J Jul-2023 Date of Expiry / Jun-2028

JlaTa npousBoacTaa j ‘ o I'open no:

Analysis performed according ND / Ananus nposesed no HJI: [T N011252/02-150323 ]
? Ne | Test / Ilokazarens ' o Results / Pesy.nb'ra'rbl : Spec1ﬁcat10n / Hopma |
' '3 Average weight of tablets/ =~ 363.0mg/363.0mr  1357.7mgto372.3 mg S

Cpenuas macca TaGnerox

4 }jiéinfegraﬁoh /

Complies/CooTBETCTBYET

00 min 20 sec / 00 muH 20 cex

99%t0100%

97 % to 98 %

Complies / CooTeeTcTBYET

(365.0 mg + 2.0 %). / ;
Or 357,77 mr o 372,3 mr
1 (365,0 Mr £ 2,0 %) J

Not more than 3 min/
He Gonee 3 mun |

" ‘Not less than 70 "/;(Q) of CpiHi50,

{ibuprofen) afier 30 min / He Menee
70 % Q) Ci3Hi502
{(ubynpoden) uepes 30 mun

‘Not less than 70 % (Q) of CsHoNO,
(paracetamol) after 30 min / He menee
70 % Q) CsHoNO;
'(HapaueTaMon) gepes 30 Mun

' Uniform suspension passing through the

710 um sieve is formed / O6pasyercs
OJHOpOJHAf CYCHEH3MA, NpOXOMslas
4yepei CUTO C pasMepoM OTBEpCTHH
710 Mxm

Pacnagaemocrs
5 Dissolution / Pacreopenue
' 6 ' Dispersibility /
HucnepcHocTh |
! |
I 7 | Related

EReIated substauces / Po,uCTBeHHme npHMecH

ﬁetﬂarks : The Product conforms

to ND/

Hpumeuanue: IIponyxr cooTBeTcTBYeT Tpebosanusam H]I

Opinion : APPROVED
3axnwuenne: OJOBPEHO

Prepared by / - Checked by / Approved by: Manager/Executive /
[onroTosnexo: / [Tpoeepeno: Santosh Kumar Maurya | Opofpeno: Menemkep / Py KOB(THT Sl
Ankdt Y= Manoj Kumar ‘h Dl

Reprint Date: Reprint Date: Reprint Date: T

Hara: 11.08.2023 Hara: 11,08.2023 Harta: 11.08.2023 o

Registered Office: 8-2-337, Road Nn. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
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Product: Ibuclin Jumor dlsper51ble tablets (ior ch:ldren) 100 mg + 125 mg

HUbyxnus }OHnop TabneTky aucneprupyemsie [ans aeteit], 100 mr+ 125 mr

i i §

Batch No/ ‘V?_SO 1473 Batch Quantity / '540.00kg t
Cepust Ne ) A Paamep cepu : . o
Analytical Repcirt No / |890001679509 Date of Analysis / 11.08.2023
AnanutHuecknii oruer No : ~ ___|Para ananusa: | ]
Date of Manufacture / ul-2023 Date of Expiry/ Jun-2028

Jlata npon3poacTsa : Tonen 1o : i

Analyms performed according NI / Ananus nposenes 1o H}I I NO11252/02- 150323 -

Test / Tloxazarens
‘Method 1/ Meron 1 |
! 4-Aminophenol content /
Onpenenenre conepxanus |
4-amunodenona

Results / PESyHbTaTbI
0.0001%

Ne

Method 2 / Merog 2

‘ Ibuprofen and Paracetamol
‘unidentified impurities /
! ' Onpeznenenne

| HEMJEHTHOHUMPOBAHHBIX
npumeced ubynpodeHa

BDL (disregard Limit 0.05%)

—
f
|
|

] Specification / Hopma

4-aminophenol (paracetamol impurity) -
| not more than 0.005 %
4-amuHoGEeHON (rpumecs
lﬂapaueTaMona) He Bonee 0,005 %

{Any individual unidentified impu;i-i& of

ibuprofen or paracetamol - not more than
0.2% ;
Enunyusas  HemmeHTuHLMpPOBaHHAsN
fIpUMech ubynpodena HJH
‘ napaueramona - He 6onee 0,2 %

gIapaticTamMona 0.0001% Y —
‘Total impurities (Method Not more than 0.7 % / He 6onee 0,7 % |
| 1+Method 2) / Cymma ,
| ianMeceifI (Merop 1+ ’
i MeTon 2)
, 8 Mlcroblal lumis* / Mukpobuonoradeckas quc*ro*ra*
|a) Total aerobic microbial = Less than 100 CFU/ g/ Not more than 10° CFU/z e/ ’
count / OBiwee ykcno Menee 100 KOE/r He Gonee 10° KOE/r ,
' a3pOBHBIX : I
MUKpPOOPraHU3MOB ;
—_— m——— —— i — m—— e ede - — — R — — . e i
| Remarks : The Product conforms ta ND/ O;ln;in;(;n :__APPROVED i
Ipumeyanue: Ipoxykr coorBeTcTRYeT TpeboBanuam HIJ 3akawuenune: OJJIOBPEHO
Prepared by / . Checked by / Approved by: Manager/Executive /
[MoaroroeneHo: /A IIposepeno: Santosh Kumar Maurya | Onobpeno: Menemxep / Py KOBOLITC b
Ankit A Manoj Kumar “;n vy
I Reprint Date: Reprint Date: T " | Reprint Date: ] T
Hara: 11.08.2023 Hara: 11.08.2023 | Hara: 11.08.2023 -

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CiN: L85S195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTH3A

Product: Ibuclin Jumor d:spermble tablets (for children) 100 mg +125 xng

MGy}cmm I‘OHMOP Ta6ﬂeTKH mucneprupyembie [aas aeteit]. 100 mr + 125 mr
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I

Batch No / Batch Quantity / T {
Ceprs No : (At Pasmep cepun : ﬁo‘_(u}gki S
Analytical Reptzn‘ No/ _ 890001679509 Date of Anai}i31s / 11.08.2023 r
 Ananutnueckiii oryer Ne ; Hara ananuza: _ _

Date of Manufacture / ul-2023 Date of Expiry/ E Tun-2028

Hara [pOU3BOACTBA ; lonen o : B e e ¢

Anaiysm performed accordmg ND / Anant Al-zanm npoeene o HII: 11 NOI 1252/02- 150323

Results / PesyasTaTs!

Less than 100 CFU/g /
Meuee 100 KOE/r

| No | Test / IloxazaTens

| ,b) Total combined yeasts
,and mould count / O6wee !
FUHCITO IPOAOKEBBIX U

| I17IECHEBRIX rpuboR

¢) E. coli

Absentin1g/
OTcyTCTByeT Blr

9 Umformlty of dosage umts / 01mopoxumc'rb }IOSHPOBHHHH
Ibuprofen / V6 Vibynpoden o 1.9
f | Paracetamol / ITapauetamon | - 5
' i SR - PN
98.4mg / 98.4 mr

jonpeneenne

H '

: 121.4mg/121.4 mr

‘ 10 JAssay/Kdﬂquechennoe I

| Not more than 10* CFU/g /
{He Gonee 10> KOE/r

~ |90.0mg

Specification / Hopma

{Shall be absent in 1 g / S
Orcyrcreue B 1 1

__.___m____%j

~ Theacceptance value (AV) should be not l
‘more than 15.0 / Tloxasarens
npuemaemocTd (AV) momxeH OBITE He
fonee 15,0

The acceptance value (AV) should be not|

'more than 15.0 / Tlokazarens,
npuemnemoct (AV) nomked OBITb He
iGonee 15,0

to 1100mg “of C13H1302
(ibuprofen) per tablet / Or 90,0 Mr jo
110,0 ur  C;3HuO: (ubynpodpen) b
Tabnetke

1125mg to 137.5mg of CgHoNO,
(paracetamol) per tablet / Or 112,5 Mr 10
137.5 mr CsHyNO, ( napaue*ramon) B

%l_;;{arks : The Product conforms to ND/
Ipumevanne: [lponykr coorserernyer Tpebosanuam HJJ

Opinion : APPROVED T
3axmoyenne: QJJOBPEHO

Prepared by / Checked by /
[Toxrorosneno: / .} [Tpeeepeno: Santosh Kumar Maurya
Ankit i 2?\. 4

(P

Approved by: Manager/Executive /
Onobpeno: Menemwxkep / Pykonoantens

Manoj Kumar : "
u..‘;‘;- o

Reprint Date:

Reprint Date:
| Itara: 11.08.2023

Jara: 11.08.2023

Reﬁriﬁt Date:

I[aza:_l__l._{)_§‘202§m

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@drraddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

“Product: Ibuclin Juni;dispersible tablets (for children) 100 mg+ 125 mg
Hbyxmn FOuuop”, TabneTu Aucneprepyembie [ Aered]. 100 mr+ 125 mr

PageS5of6/Ctp. Sn3 6

! _— SRS, !
’Batch No/ V2301473 Batch Quantity / 540.00kg
Cepus Ne: I _IPasmep cepun : ~ .
Analytical Repczrt No/ 890001679509 Date of Analyls1s / 11.08.2023
AHaIMTHYECKUH oTyeT Ne : | T ![lata aHau3a: N §
Date of Manufacture / Jul-2023 Date of Expiry / Tun-2028
Hata npou3BojAcTBa : o Togen 10 ] )
Analysis performed according ND / Ananus npopeaes no HJI: ITN011252/02-150323 .
| Ne . ‘ Test / Hoxa3arenb ResuiE;/ Pc3yﬂb*ra’n,1 7 Specification / Hopma
“ N o Tabnetke o
11 "Package / Ynakosxa 10 tablets in PVC/AI blister. 2 blisters | 10 tablets in PVC/AI blister. 1, 2 or 20

and patient information leaflet in a|blisters and patient information leaflet in
carton. / ITo 10 Tabnetox B 6mucTep ' a carton. / [lo 10 TabneTok B 6mcTep U3
13 [IBX/AL Tlo 2 6muctepa Bmecre ¢ TIBX/AL Ilo 1, 2 um 20 Gmmcrepos

' HHCTPYKLIHEH [0 INPHUMEHEHHIO B BMECTE C MHCTPYKLHEN MO NPMMEHEHMUIO |
a4y KapTOHHYIO.

B N1ayKy KapTOHH}'EO {

i
12 EMI:abeling / Mapxupogka Accordmg to ND. / B cootsercTBun ¢ H]I. [

13 jStorage conditions / " Inthe original packaging (blister in carton) at temperature below 25 °C. /
!  XpaneHnne B opurinansHo ynakoske (61ucTep B mauke) [pH TEMIEPATYpe HE BhILIE
| 25 °C.

i

14 |Shelf life / Cpox rognocts 5 years/ 5 neT

E
|
|

* 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. / HenbITanue npoBogHTCs TONLKO JIIs KAMNOH 20-if cepuy MM LJist ofHOMH CEpHH B
TOf, B 338BUCHMOCTH OT TOTO, 9T0 HACTYNHT panee. [loKasaTenb MOXeT 0TCYTCTBOBATD B cepTH(RHUKATE aHAIH3A.

Retnarks : The Product conforms toND/ Opinion ;: APPROVED

Ipumevanue: IIpoaykr cootBeTcTByeT Tpebosanusam HJ| Jaxmwouenue: OJIOBPEHO

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

Tloprororneno: A ITposepeno: Santosh’gfmar Maunrya | Opobpeno: Meﬂemi{ep/ Pwunso THTIC b

Ankit ; - Manoj Kumar Yoo

Reprint Date: Reprint Date: Reprint Date: e
| Hara: 11.08.2023 _I[a_Tﬁz__l 1.08.2023 _ Hara: 11.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIH3A

Page 6 of 6 / Crp. 6 u3 6

\Product: Ibuclin :Tl?ﬁiar, dispersible tablets (for children) 100 mg+ 125 mg
U6yxnun FOuuop”, rabnetku Ancnepripyemble [Ans feteit], 100 mr+ 125 mr
Batcl No / Batch Quantity /

CepusiNe: i L _. Pasmepcepun: ) o
Analytical Repczrt No/ 890001679500 Date of Analysis /

| AHQIIHTHYeCKHi oTeT No : o Jlata ananusa: ' o
Date of ManufacMre-/ Jul-2023 Date of Expiry / Jun-2028

Jata npoussozcTsa : R ) s Tonew nio : e o
Analysis performed according ND / Ananuz mposeaen no HJI: ITNO011252/02-150323 N o

;A‘Pl]mme aNNy/ T '

| Hanmenosanue AGC (MHH): Tbuprofen / ifﬁyn poden Pargcetamol / HaPaLLETaMOJI
i
i API manufacturer batech number / | PIBM230150 5047/22-23
, Homep cepun npomssogurens ADC:
3

| FP Manufacturer API Batch number / |
Homep cepuu cySerannuu FEQA00218
_mponssonutena [JID:

FEQA00191

Sri Krishna Pharmaceuticals Ltd.,
India / Ilpu Kpina
@apmaceroTikans JItx., Uagus

' - M; Solara Active Pharma Sciences
API Manufactured by & country/ | Limited, India / Conapa 3xtug

Iponssomurems A®C, ctpana; : Qapma Caiiencrs Jinmuren, Unnus

| Remarks : The Product conforms to ND/ ) Opinion : APPROVED
[pumeyanue: ITponykr cootsercrayer TpeboBanusam HJT N 3axmouenne: ONOBPEHO
Prepared by / ~ Checked by / Approved by: Manager/Executive /
HMoarorosneno: [ A Ilposepeso: Santosh Kumar Maurya | Omo6peHo: Menemxkep / Pyxopoginreis
Hi 4 { Manoj Kumar )t
Reprint Date: = Reprint Date: - ﬁeprint Date: - ]
Jara; 11.08.2023 JHara: 11.08.2023 Hara: 11.08.2023 R »
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