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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Page10f6/Ctp. 1136
Product : Ibuclin Junior, dispersible tablets (i%r children) 100 mg+ 125 mg— o T
H6yxnus FOuuop®, TabNeTKH Aucrieprupyemsle [zis getei], 100 mr+ 125 mMr o
Batch No/ ' Batch Quantity /
|Cepus No : V23009?4 | Pasmep cepui : i47'_i(19k§ )
| Analytical RepgrtNo/ 1890001665486 Date of Analysis/ 31.05.2023
iAnanuTryeckui oryer Ne : { . _ Hara ananuza: s L -
i : o |
iDate of Manufacture./ ’May-2023 Date of E}fpny/ | Apr-2028
Harampowssoxersa: | 7 7T Tonenpo: I l
|Analysis performed according ND / Ananus nposeaen o HII: ITNO11252/02-150323
N.) Test / IloxazaTens Results / PesyabpTaTsr Specification / Hopma

1 {Description / Onucanue  Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets with
| with impregnations and a score-line omympregnations and a score-line on one
one side and charactenistic odor. / side and characteristic odor. /
Kpyrnbie  nuockounnunapyyeckie Kpyrisie NAOCKOUMIHHAPHYECKHE
TabneTk  po3oBoro  lLBera ¢ TabmeTxu po30BOTQ uBeTa c
 BKPanJIeHUsIMH, ¢ (ackoil 1 PHCKOH BkparieHusMH, ¢ dackol u puckod Ha

i Ha OAHOH CTOpPOHE, OJHOH CTOpOHE,
| € XApAKTEPHbIM 3aIaxoM. | C XapaKTePHBIM 3aI1aXO0M.
. - I - . - i
2 Ideatification / Complies as prescribed/ 'The retention times of the main peaks on'
IognuuHOCTEL CooTgeTCTBYET the chromatogram of the test solution

should correspond to the retention times |
~of the peaks on the chromatogram of
tibuprofen and paracetamo! reference
istandards solution (Assay section). /|
Bpemena  ygepkMBaHHS — OCHOBHBIX

IMTHKOB Ha xpoMartorpaMmme
HCIIBITYEMOTIQ pacrsopa JOJACHEL
COOTBETCTBOBATE BpeMEHaM
i‘ YAEPKUBAHUA THKOB Ha

XPOMaTOrpaMMe PacTBOPA CTaHAAPTHBIX
‘ obpasuor ubynpodeHa U napaueramona

(pazzen «KonuuecTrenHoe
OnpeaeneHues),
"Remarks : The Product conforms to ND/ r_“‘(r).[:;n-iunr-i—:mAPPROVED ]
Ipumeuanne: [IpofykT cOOTBETCTRYET TpeboBaHHAM HJJ 3axmouenue: OJOLPEHO
Prepared by / , Checked by / | Approved by: Manager/Executive /
[MoprorosneHo: { [Tposepero; [Himesh Kumar  Opobpeno: Meunemrep / PyrosoiiTens
Pardeep Kumar " _! SR Kusum Lata A\
Reprint Date: " Reprint Date: T Reprint Date:
Hara: 31.05.2023 Hara: 31.05.2023 ) I[arq: 31.05.7%_0‘_23

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, lelangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85155AP1984PLCO04507
www.drreddys.com
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 Jlata npousBo/cTBa :
,Analyms performed according ND / Anamuz [POBEAEH 1O HI[ [TN011252/02-150323

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt, Solan, H.P,, 173 205, IND[A

Tel : +91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOMOUKAT AHAJIM3A

{Product : Tbuclin Junior, dispersible tablets (for children) 100 m; mg+125mg
Mﬁyxnnﬁ IOnnop”, Tabnetkyn gucneprapyemole fﬂﬂﬂ nereit], 100 Mr+ 125 Mr

Results / PesyneTaTh!
365.8 mg/ 365.8 mMr

No Test/ Iloxkazarens

3 Average weightuuf tablets / |

Cpeanns macca TadJIeTOK :
pea Complies/CooTeeTcTRYET

4 Disintegration /
Pacnagaemocts

5 Dissolution { PacrBopenue 98% to 100 %

97% to 100 %

6 Dispersibility /
 HucpepcHocts

i
{
1
H
i

Complies / CooTsercTByeT

lonex no :

00 min 26 sec/ 00 muH 26 cex

Page20f 6/Ctp. 213 6

357.7mgto 3723 mg
(365.0 mg = 2.0 %). /

BN — Batch Quantity / 547, 5001(;_,
Cepus No : - L ,PaSM_ep ) CEPHH ©

Analytical Report No / | 800001665486 ~ 'Date of Analysis / 31 05. 2023
Ananurideckuii oryer Ne ; . Mara ananuza:

Date of Manufacture / May 2003 Date of Expiry/ Apr_zgzg

Ot 357,77 mr 0o 372,3 mr

(3650 Mr£2,0 %)

Not more than 3 min /
He 6onee 3 mun

Specification / Hopma

‘Not less than 70 % (Q) of C;3His0;'
i (ibuprofen) after 30 min / He wmenee

70 % Q)

(ubynpoden) uepes 30 mun

‘Not less than 70 % (Q) of CsHsNO: |
| (paracetamol) after 30 min / He menee

70 % Q

(napaueramon) depes 30 MuH

C 13H [802

CsHoNO;

¢ Uniform suspension passing through the |
1710 pm sieve is formed / Oﬁpa3yercn’
§o,uHoponHaﬂ CYCMNEH3Hs, NPOXOAsALIas
49EPe3 CHUTO ¢ pAa3sMeEpoM OTBepCTHH

710 Mxm

-Eemarks : The Product conforms to ND/

TMpamevanne: TIponykr cooTrereTBYET TRehoraniam HIT

Opinion : APPROVED
3aknwenue: QTOLBPERHO

Prepared by / i Checked by /

TlonroToBneHo: Iposepeno: Hinesh Kumar
3

Pardeep Kumar — g —. 1 -

i Aara: 31.05.2023

f
Reprint Date: ! Reprint Date:
Hara: 31.05.2023

Kusum Lata i

Reprint Date:

i ,l[aTa 31 Q5. 2023

Reglistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangzna, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CiN: LB5195AP1984PLCO04507
www.drreddys.com
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Approved by: Manager/Executive /
Onobpeno: Menemkep / Py koo iites,
~
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJII3A

Dr. Reddy's Laboratories 1td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badldj,
Distt. Solan, H.P,, 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

Page30f6/Crtp. 3 u3 6

"Product : Ibuclin Jum'Or dispersible tablets (for children) 00 mzr +125 mg

Batch No/

Cepus Ne V230—.l9—74 ot
Analytical Report No / 890001665486
Auanytideckni oTYeT Ne . _ ,
Date of Manufacture / May-2023

gHa’I‘a 'a NPOM3BOACTBAE :

|

iBatch Quantity/ 547.500kg

Paszmep cepu : i — s e
Date of Analysis / 31.05.2023

Jara aHajm3a: - s e
Date of Expiry / Apr-2028

i"o,ue!i 0o : -

;Analyms performed according ND / \Hanﬂs nponeﬂer{ no HI: T1 NO11252/02- 150323 F

;—ﬁ—émarks : The Product confon*hs to Nii)_/

7 Related substances / PogcTBeRHLIE IPUMeECH

Method 1/ Meton 1 | 0.0005%
4-Aminophenol content /

‘Onpegesedie cogepranus

'4-amuHoeHoMA

Method 2 / Meton 2
Tbuprofen and Paracetamol
unidentified impurities /
Onpenenenue
HeUIEeHTHOULHPOBAHHBIX
- npumecedt nbynpodera u
napaueTamona

Total impurities (Method
1+Method 2) / Cymma
npumeceii (Merton 1 + ’
Mertopm 2) |

Microbial limits* / Mmcpoﬁuonomqeclcaﬂ qucTOTa*

50 CFU/g/
50 KOE/r

Below BDL (BDL= 0.05%)/ Hiie
nopora peractparyu (TTP = 0.05%)

0.0005%

a) ‘Total aerobic microbial
count / Obmiee 4ucno
a3pobHBIX
MHKPOOPTaHH3MOR

[Tpumewanne: TIparvkt enoTrReTerry et Tpetoratay HT
Prepared by / Checked by /

" Notmore than 10° CFU/g/

4-aminophenol (paracetamol impurity) -
not more than 0.005 %

4-amutiotderon (npumecs
napaueramona) - e onee 0,005 %

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

Eaunuunas  HeMIeHTUGUUMPOBAHH S
HpHMech ubynpodena unu
napaueramona - He Oonee 0,2 %

éﬁc")t' more than 0.7 % / He 6onee 0,7 %

He 6onee 10* KOE/r

Opinion : APPROVED
awmmnaenne: OJINKRPRHO
Approved by: Manager/Executive /

IMoprorosnexo:
Pardeep Kumar

Hposepeno: Himesh Kumar

Reprint Date:

Onobpeno: Menemkep / PykosoauTens

Sy Kusum Lata i

NEN

Reprint Date:

,uﬁébﬁnt Date:
| s 31052023

| Jlara: 31.05.2023 Jlara: 31.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4300 2989, Email: mail@drreddys.com
CIN: L85195AP1984PLCD04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTTH3A

Page4 of 6/Crp. 4u3 6

Product : Ibuclin Jumor dlSpET‘ilb]e tablets (for children) 100 mg + 125 mg

JHovisinn Founop | adicinn ucneprapyemsie [ans nereit], 100 Mr+ 125 mr

; _' T T - ) TRatch Ouanfitv /1 .
‘Batch No ,r R Batch Quanutj{ / | 547.500kg

| Cepust Ne ; o _ Pasmep cepun R B
‘Analytical Report No / 890001665486 Date of Analysis / 31 05.2023
_Awannrhyeckiii otieT No: k L
Date of Manufacture / May-2023 Date of Expiry / Apr~2028

‘lata TIPOUW3ROACTBA : B I oaespo: o " I

i) / Ana i no HI{ I NGI 1252/02-; 150323

{Analysis performed accordin,

~ Not more than 10° CFU/g/
He 6onee 10° KOE/r

* Less than 100 CFU/g/
Menee 100 KOE/r

b) Total combined yeasts
and mould count / O6uiee
YUCJIO APOMIKEBBIX U
NIecHeBbIX rpubos

¢)E.coli ~ Shallbeabsentinlg/

Orcyrereue B 11

Absentin 1 g/
OTcyTCTByeT Blr

9 Unlformlty of dneage units / Onnoponnm.-rb aoznpoaannﬂ

l'buprofen / Ubynpoden B 1.4 The accebtance value (AV) should be not
f more than 150 / TloxasaTeis
npueMaeMocti (AV) nomsken GwITh He

'Gonee 15,0
jiParacetamol/Ha[iaEeﬁMoﬁ 14 B Thea&%:_ptance value (AV) should be not |
i more than 150 / Tlokasarens
a npueMaeMocty (AV) posxen GbITh He

i bonee 15,0
100.3 mg / 100.3 mr 90.0mg to 110.0mg of CuH;30-

| 10 Assay / KosugecTBennoe
oLpexeJeHHe ‘(ibuprofen) per tablet / Or 90,0 Mr o'
110,0 mr  Ci3HisO:2  (uGynpoden) s

; Tabnetke

5 125.6 mg / 125.6 mr 1125 mg to 137.5mg of CzHoNO,

! (paracetamol) per tablet/ Ot 112,5 mr 10
137,5mr CsHoNO; (napaueramon) B,
fT&ﬁﬂeTKe 1

Re}xsarks The Product"c;x{forms to ND/

 IIpumeyanne: [Tpo1vir coorserereyet tpedosaiims HIJ

TOpinion : APPROVED
i 3arawuenve: OTOBPLHO

Hara: 31.05.2023

| Mata: 31.05. 2023

Preparcd by/ Checked b 3 Approved by: Manager/Executwe /
[Moprorosneso: L [Mpozepere: Himesh Kumar Onobpeno: ME‘.HE:)EE}KEP/Py}(OBOﬂHTeﬂL

| Pardeep Kumar i ) S - Kusum Lata i ._,f_k —
Reprint Date: | Reprint Date: - Reprint Date:

— [ Ha‘ra 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 4500 2993, Email: mail@drreddys.com

CIN:

L85195AP1984PLC0O04507
www drreddys.com




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

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

Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIHM3A

PageS5of6/Ctp. 5u3 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg+ 125 mg
Mbyknnn Oruop”, TabIeTkH AUCNEprupyeMble [;:um Aerefi], 100 mr+ 125 mr B .

Batch No / V2300974 ‘Batch Quantity / 547 SOOkg
Cemm No . iPasmep CEPHH :
} _ —_ | b SSS——

Analytical Report No / 18900{)1665486 Date of Analysis / |31 05.2023
AnannTuyeckui otuet No: __Hata ananuza: o
iDate of Manufacture / [May-? 023 “'Date of Expiry/ ‘ Apr—2028
J_'{aTa TIPOU3BOJICTBA [Conen no : i - o
Analysis perforg‘nec_i a_c_co_rdmg ND / Auanus [IPOBELEH 10 I—UI [1NO011252/02-150323 - ’

11 Package / Ynakoska 10 tablets in PVC/Al blister. 2 blisters 10 tablets in PVC/AL blister. 1, 2vor:20

and patient information leaflet in a blisters and patient information leaflet in
carton. / Ilo 10 Tabnerok B Gnucrep a carton. / ITo 10 Tabnerok B 6nuctep u3
u3 [IBX/AL ITo 2 6aucrepa smecre ¢ TIBX/AL Tlo 1, 2 wmi 20 6aucrepos
MHCTPYKUMEHA [0 NPUMEHEHHIO B BMECTE C HHCTPYKIMEH [0 NPUMEHEHUIO

NayKy KapTOHHYO. B [&YKy KapTOHHYIO.
12 zLabelmg/ Mapmupoaka According to ND. / B coorsercraun ¢ HII. T
13 Storage conditions/ % In the original packaging (blister in carton) at temperature below 25 °C. /
| XpaHenue B opurinansHoit ynakosxe (61HCTep B Madxe) pH TEMIEPATypPe He BbILIE
25°C

14 Shelf Ilfe / Cporc mnuoc'm 5y years /5 net

* 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. / Mcnerranue OPOBOAHTCS TOJNBKO ANS Kamao#d 20-i cepun UK ANa OJHOI CepHH B
rofi, B 3aBUCHMOCTH OT TOT'0, YTO HACTYNMT paHee. IToxazaTess MOKeT OTCYTCTBOBATS B cepTH(HKATE aHAJIH3A.

"Remarks : The Product conforms to ND/ ) Opinion : APPROVED ’
| Liprmeyanne: ITponykr coorsercrayet Tpebopannam HJT 3axnwgesne: ULULPEHU

Prepared by / Checked by / Approved by: Manager/Executlve/ __}!

IMonroToBneHo: - [Iposepero: Himesh Kumar Onobpeno: MeHe wiep / Py koBo/(HTEND

Pardeep Kumar ot e [ , , Kusum Lata o

Reprint Date: Reprint Date: Reprint Date: i

Hara: 31.05.2023 | Hara: 31.05.2023 Hara: 31.05.2023 o J'

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 481 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



QO " Dr. Reddy's Laboratories Ltd.
y ) h .
Formulation Unit-6
DI‘. Reddy S (o Vill. khol, Nalagarh Road, Baddj,
Distt. Solan, H.p, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUGHKAT AHAJIU3A

Page 6 of 6 /C1p. 6 u3 6

‘Product : Ibuclin Junior, dispersible tablets (for c]]ifdr;sni 100 mg+125mg [ —
;HGyKJ‘E_H_H [-OHMQQ“': Tabnertky AHCNIEPTHPYeMble [m];_;_}_lei'eﬁ], 100 mr+ 125 mr

EBatCh No/ Batch Qu&ntlty/ 547_500kg

i V2300974
Cepns Ne : R A Pazmep cepuu A i
Analytical Rep(:rt No/ _ 890001665486 |Date of Analysis / 31.05.2023
AHLIUTHYECKH oryer Ne o L _i,;{alla_aﬁaﬂraa: R A
Date of Manufacrure‘ / ‘May-2023 {Date of E)fpiry/ Apr-2028
Hata npou3BoscTaa : | o oo (fopengo: W ——
Analvsis performed 1 according ND / Ananuz nposefned no HI: 11 N011252/02-150323 o
APIname INN)/ T - ' T
Hanmenosanne A®C (MHH): ) Tbuprofen ﬁﬁynpod)eﬂ ;w Paracetamoﬁl / ??ize?amon.'

. i 7
API manufacturer batch number / PIBM230097 ; APAP/23030307
Homep cepnu npouseognrensy AGC: ,

| FP Manufacturer API Batch number / t_ o

' Homep cepuu cyGeranumu ! FEQA00182 FEQA00127
npoussoputens LJID: | N R -

| Solara Active Pharma Sciences - Granules India Ltd., India /

| API Manufactured by & count.r y/ Limited, India / Conapa Dxrus Ipanynec Unpua Jtn., Unmns
Ipoussonsrens ADC, ctpana: ,I Dapma Caliencus Jumuren, Hunus

" Opinion : APPROVED
l 3:uc.lu‘0'_1em’1e:_Q,HOEPEHO

Remarks : The Product conforms to ND/
| Hpumeaanue: [Mponyxkr COOTBETCTBYET TpeboBanuam HIJ

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

! ITozrorosneno: Hposepeno: Himesh Kumar Onobipeno: Meuemien,/ PykorouTens
Pardeep Kumar . oo S : Kusum Lata N _\?'é_,;..“_, ’

e —— o e - - i P
Reprint Date: Reprint Date: Reprint Date:

Hara: 31.05.2023 o J _Ha?ag _3195,2_923

;[_zgag 3 1_.05.2023

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