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‘Product; Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

ll [oykmd KOunop . rabretkn aucnepripyemsie g aereii], 100 mr+ 125 mr

4 g e s i .
gﬁ;CHhﬂ% ' V2301530 [llf:;?fé]Q“a:f;;y_ " 543.260ke

t 2P - . i A ﬂ-\.;\ s ~ ]
| Analytical Repczrt No/ ,89000168 1542 DTate of Analy'sm / ;[17.08.2023
AHaIHTHYECKHH OTYeT No _ Jita ananusa: ;T )
i?ate of Manufacture / Tul-2023 Date of Ezfpn‘y/ Jun-2028

Jlara npuissoactsa : T ComeH 10 : | N |

| Analysis performed according ND / Ananus nposeaci no [1/1; [1 NO11252/02-150323

No Test / IToxazarens Results / TezyasraTs
1 :Description / Onucanne Pink round flat-faced beveled-edge
i |  tablets with impregnations and a
' ‘score-line  on one side and
5 ‘characteristic odor. /
i Kpyriple  NiocKOUHAHHAPHUECKNAE
! | TabneTkd  DO3OBOrO  LBETE C
E BKPAIJIEHUAMH, ¢ Packoil 1 puckoi
E Ha OHHOH CTOPOHE, C XApaKTepHbIM
i3anax0M.

2 Identification / |7 Complies as prescribed/

HHToxnHHHOCTE CootBetcTBYET
i

Specification / Hopma 5

Pink round flat-faced beveled-edge

tablets with impregnations and a score-|
line on one side and characteristic odor./
i Kpyrieie NJIOCKOLWIHHAPHYECKHE
TabneTku pO30BOro UBeTa ¢y
BKpaNneHuamH, ¢ dackol u pruckoii Ha |
ONHOH  cTopoHe, ¢ xapa}cTr-:pHMMJ
3aM1aX0M.

| |
' 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 i
ibuprofen and paracetamol reference!
standards solution (Assay section). /
Bpemena  ynepKuBaHHs — OCHOBHBIX

ITHKOB Ha xpomaTor‘paMMei
HCIHBITYEMOTO pac‘rBopa JOJDKHBI
I COOTBETCTBOBATL BpEMEHaM
YEepXKHBAHUA MTHKOB Ha |

| XPOMATOIPAMME PACTBOPA CTAHAAPTHBIX 1
obpasuos ubynpodeHa u napaneTamora
(pazaen «KomuuecTrenHoe
OIlpefencHuen).

i

it

Remarks : The Product conforms to ND/
Hpomeganue: Fpoiver COOTBCICIBYLT TPCG0BAHMAM HI

['Opinion : APPROVED
3armoyenne; O JOBPEHO

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

TMogrorosneno: y liposepeno: Santosh Kumar Maurya | Ono6pero: Meticaniep / Pykopo:ires
| Pravesh Rana ‘ i = Abhishek Chauhan - f

Reprint Date: Reprint Date: Reprint Date:

Hara: 17.08.2023 | Hara: 17.08.2023 ) Hata: 17.08.2023 i
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CIN: L85195AP1984PLC004507
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‘Product: Ibﬁciin junior dispersible tablets (for children) {)O mg + 125 mg

B 0T s
Anaomicor ovser . 890001681542 v of snaysis!|17.08.2023
g:i_z i;iﬁ‘g’fféf : iJul 2023 l?s;z ;JZEXPWW Jun-2028

,Analysis performed according ND / ND / Ananus mpoesien mo HJ[ ITN011252/02- 150323

4 Disintegration /
1  PacnajgaemocTs

5 |Dissolution / Pacmopeﬂne

|

6 iDispersibility /
| HucnepcrocTs
!

Test / Toxasareins

' Results / Pesyiunrtars
' 364.6 mg/ 364.6 mr

Complies/CooTBeTcTBYET

’ " 00 min 22 sec/ 00 mMuH 22 cek

95 %+to 100 %

70 %

" Not more than 3 min /

Speuﬁulwn / Hﬂpm .,i g

357.7 mg to 372.3 mg

(365.0 mg 2.0 %). / |
Ot 357,7 mr go 372,3 mr 1

(365,0 Mr£2,0 %)

He Sonee 3 mun

4 _—
Not less than 70 % (Q) of Cl3H]802i

(ibuprofen) after 30 min / He wmenee

Q) CiHi0;

| (ubynpoden) 1epes 30 MuH

94 % to 100 %

Complies / CooTBeTCTBYET

7 ERelated subatances / PO,[!CTBeHHbIe npumecu

'Not less than 70 % (Q) of CsHoNO,

(paracetarnol) after 30 min / He menee
70 % Q) CyHoNO-
(napaneramon) depes 30 Mun

Uniform suspension passing through the
710 pm sieve is formed / O6pasyercs
OJHODOAHAA CYCIEH3Us, [1pOX0AsIast
yepe3 CHTO C pazMepom O’FBE:pC"lHIf[
710 mMxM

Remarks : The Product conforms 1o ND/
IMpumeuanne: Ilpogykr cootsetcTByeT TpeboBarram HII

Oplnmn . APPROVED
3axmioyenne: OJOBPEHO

Prepared by /
IToaroToBNEHO:
Pravesh Rana

R T

_,[Iaﬂ;ﬂf/.OS'ZDB

Checked by /
[lposepeno: Santosh Kumar Maurya
{ L

| Hara: 17.08,2023

Reprint Date:

Hara: 12.98.292_3

Approved by: Manager/Exccutive /

OpobpeHo: Mene m[p/ P'yRoponuTens

Abhishek Chauhan s g

e

Repnnt Date:

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

CIN: LB5195AP1584PLC0O04507
www.drreddys.ccm

Tel: +91 40 4300 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
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tablets (for children) 100 mg + 125 mg

i |
B o s Pty |saasoe
e o E B e ]
Analytical Repo;t No/ E89000168 1542 Date ofAnaly.sm / 17.08.2023
Ananutuyeckuit otuer Ne : . Hata aHanusa: B _ sl
7 1 l o
Date of Manufacture / 12023 Date of Expiry / Jun-2028
Hara npou3soACTBa Fi ['oned no: -

[Analvsrs performed accordmg ND / Ananus nposenen no HII: H NO011252/02-150323

Te:t/ l'.[orcaza're,nz,
‘Method 1/ Merton 1
[4 -Aminophenol content /
gOnpeﬂeneHHe conepxaHus
‘4-amuHodenona

No

Results / Pesynb'ra"rm

Specification / Hopma

N
B 0.0001%

, Method 2 / Meron 2
Ibuprofen and Paracetamol
unidentified impurities /

‘Onpenencuue

| HEHICHTHH UK POBAHHBIX

| . ipuMecel nbynpodena u

|mapaneramona _
"l'otal impurities (Method
I+Method 2} / Cymma
npumecedt (Meton 1 +
Me'ron 2)

'8
E ‘a) Total aerobic microbial
count / Obuee yxcno
{ 23pOBHEIX
MHKPOOPTraHH3MOB

BDL (disregard Limit 0.05%)%

0,0001%

‘Mlcrublal Iumts* / MiukpoGuonoruyeckas yuerora*®

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

girgininophenfﬁ (paracetamol im_ﬁlgifj;f) -
‘not more than 0.005 %

4-amurodeHON (npumeck
napaueramona) - He 6onee 0,005 %

Any individual unidentified impurity of

ibuprofen or paracetamol - not more than
0.2 %

Enunnunas  HewpedtudHUMpOBaHHAS
IPHMECH ubynpodena HITH
napaueramona - ne Gonee 0,2 % !

Not more than 0.7 % / He 6onee 0,7 %

Not more than 10° CFU/g /

{ He Gonee 10° KOE/T
|

"Remarks : The Product conforms

to ND/
Ipumeganne: [TpoayKT coorseTcTBYeT TnebopadusM HJT

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
i TlogroToBNEHO:
| Pravesh Rana

v

S

Checked by /
TIpoeepeno: &mms}x,{]&umdr Maurya

4

Approved by: Manager/Executive /
Opobpexo: Meuen.iﬁ/Pwobuzm Ib
Abhishek Chauhan A\

k"

Repr?rﬁ Date: N
| Aara; 1‘7 08. 2023

Reprint Date:
Hara: 17.08.2023

Reprint Date;
Hara: 17.08.2023

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: mail@drreddys.com

CIN: L85195AP1584PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalzagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 38166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHAJIM3A

Product: Ibuclin Junior, dispersible tablets (for children) 100 m{_z +125 Engm

Paged of 6/CTp. 4 u3 6

W6yknun HOunop”, TaGnetku mucnepripyemsie [ans aered], 100 mr+ 125 mr

Batch No / V2301530 iBatch Quantity / 543.260kg
Cepus Ne . N ‘Pasmep cepun : _
| Analytical Report No / 890001681542 Date of Analysis / 17.08.2023
AnannTiyecknit oTuer Ne | Hara ananusa:

i s e
Date of Manufacture / , Ju1—2023 Date of Expiry /| Tun-2028
[laTa npou3sozAcTEa ilonex g0 :

| Analysis performed according ND / AHanuz npOBe,zu:H 1o HI{ [1N011252/02- 350323 ‘

Ne | Test/ Ilorcasa'renb Results/ PesynsraThi Specification / Hopma
~ b) Total combined yeasts | Less than 100 CFU/g/ Not more than 10* CFU/g/
~and mould count / Obee Menee 100 KOE/r  He Gonee 10° KOE/r
{YHCJIO APONOKEBBIX H |
MNIECHEBLIX IpHbHOB
. ¢) E. coli . Absentinlg/ iSHaiwlmbe absent in 1 g/ .
, OTcyTCTByeT Blr %OTcyTCTBHe BIlr
9 Umformlty of dosage umts / Onnoponﬂocn, nompoaamm - a
; Ibuprofen / Iflﬁynpoq:eﬂ ‘ 2.0 The acceptance value (AV) should be not
more than 150 / TlokazaTens
npuemnemoct (AV) nomxen OwiTh He,
l 6onee 15,0
farécetamol / Mapaneramon | 2.0 The acceptance value (AV) should be not
1 more than 150 / Tlokasarens
npuemaemoctr (AV) nomxen ObITb He!
L l Bosee 15,0
10 _]]xssamnﬂ;{egaenﬂmaé—mj T 101.1mg/I0LImr (900 mg to ilO.é_mf; of CpHig0,

| onpeneeHne i

F 1251 mg/ 125.1 mr

(ibuprofen) per tablet / Ot 90,0 Mr 1o
110,0 Mr  Ci3HisQ2  (ubynpoder) B
Tabnerxe ;

1125mg to 137.5mg of CsHeNO;,
(paracetamol) per tablet/ Ot 112,5 Mr 2o | ;

i

| Rél‘l‘ldl"kh “The Product LUIlﬁh'tl’lb w ND:
Ilpumeuanie: [Tpogykr coorBercteyeT TpeGoranmsm HJL

1137, 5 Mr CsHt}NOz (nanauemmon)_ BE

Oplmnn APPROVED
3armouenne: OJOBPEHO

Prepared by / P Checked by /
IToproroeneno:

Pravesh Rana ¥l

o

[Npeeepeno: Santosh Kumar Maurya

Approved by: Manager/Executive /
Onobpeno: Mene ke H/ Pyk qﬁo;{menb
Abhishek Chavhan ™\

Repri—n_t Date:
A ,]IaTa 17 08 2023

Reprint Date:
it Hara: 1'&(_)8.20_2;

Reprint Date:
Hara: 17.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLC0O04507

www.drreddys.com
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, IND|A
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

PageS5of6/Crp.5u3 6

|Product: Ibuclin Junior, dispersible tablets (for children) 100 mg+ 125 mg
USyxnun Kuunop", Tabnetku AnCnepripycmble [ana petedi], 100 mr+ 125 Mr f

Batch No/
Cepust Ne :

Analytical 1 Report No/
| AHaniTHYECKHH OTueT No @
Dafe of Manufacture /

Hara fipouzBoAcTEa

V2301530 i LN PYECTI
L Pazmep cepun : .
l890001681 542 Date of Analysis /|7 49 0009
I  Hara ananusa: - i ~
Tul-2023 |Date of Expiry/ [ o0 j
I"o,ueH R

Analysis performed according ND / Ananus nposenes no HJ: [T NOI 1252/0? 150323 o !

SN Test/ IMorasarens [

11 fPackage / YnakoBka

|
a

i 12 !Labelmg/l\dapxupomca )
13 Storage conditions /

Xpanenue
[

14 She}f life / Cpox rognocTH

Resulls / Pesyanratel

| Spemﬁcatlan / Hopma
‘TabreTie

10 tablets in PVC/Al blister. 2 blisters 10 tablets in PVC/Al blister. 1, 2 or 20

‘and patient information leaflet in a blisters and patient information leaflet in
carton. / ITo 10 ta6netox & Gnucre

NMavyKy KapTOHHYHO.

p, a carton. / ITo 10 tabneTok s Gauctep us
us [1BX/Al IMo 2 6mucrepa smecte ¢ TIBX/AL Tlo 1, 2 mmm 20 BnucTEpOR
| KHCTPYKUKEH 10 TNPUMEHEHMIO B|BMECTE C HHCTPYKLMEN N0 NPHMEHEHHIO |

iB Ma4yKy KapTOHHYIO.

Accordlng to ND. / B cooTBeTcTBNH ¢ HI.

2!‘ |‘i “l

5 years / 5 steT

" In the original packaging (blister in carton) at temperature below 25 °C. /
B opurunanshoit ynakoske (6.11cTep B iauke) npu TEMNEPATYPE HE BbILLE

* 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, / HenniTanue npooguTes TONBKO A5 Kammoi 20-it CePHH HJIH IS 0iHOM cepun B
TOA, B 3aBHCHMOCTH OT TOX'0, MTO HaCTYnHT panee. ITokasaTens Moxer oTeyTersoBars B cepruduKaTe aHANN3A.

| Renwarks . The Product conforis loND/
Ipumeuanue: Hpoaykr cootsetcTryeT Tpebosanuam HII

Opinton : APPROVED |
3akaouenne: OJIOBPEHO ‘

Prepared by /
TloaroToBNEHO:
Pravesh Rana

" Checked by /

| -
—

_Pze_prim Date:
Hara: 17.08.2023

Reprint Date:
Hara: 17.08.2023

Hposepeno: Santosh Kumar Maurya

Approved by: Managerxbxecume/ ;.
Onobpeno: Mesnekep / Pykosonutess
Abhishek Chauhan \ |

Reprint Date: :
Hata: 17.08.2023 |

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2800, Fax: +91 40 4900 2995, Email: mail@drreddys.com
CiN: L85195AP1584PLCO04507

www.drreddys.cem
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIA3A

Page 6 of 6/ CTp. 6 u3 6

Product: Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Wby FOuuop |, Tabneriu aucnepriupyemsie [ans pereit], 100 mr+ 125 mr

Batch No / V2301530 Batch Quant:ty. / 543.260kg
Cepus Ne : | L Pasmep cepuy _ B
Analytical Rep{irt No/ i89000168 1549 Date of Analysis / 17.08.2023
|AnanuTideckuii oTveT No: |77 ‘Iara ananmu3a: N
Date of Manufa?mre./ Tul-2023 Date of I:)fpiry/ Tun-2028
Jara NPOK3BOACTEA ! L Tomen po : L )
Analysis performed according ND / Auaaus nposenen no HJ[: TIN011252/02-150323 ~ i
API name (INN) / ‘
Hanmenosanne ADC (MIH): Ibuprofen / H6ynpoder Paracetiliol / Hépauemmon

i
API manufacturer batch number / PIBM?230148 4055/23-24 }
Homep cepun npouzsogurens ADC: !

FP Manufacturer API Batch number / B 1

Howmep cepun cyberanumn FEQA00220 FEQA00240
| nponssogurens LJId: o o _
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
ALY Mannfactiied by & coxintey/ Limited, India / Conapa Dxrus India / IlIpu Kpuursa
Hpoussoaurens ADC, crpana: dapma Catiercus Jlumuten, Munus | Gapmacstotuxans Jita., Vs
Remarks : The Product conforms to ND/ Opinion : APPROVED i
ITpumeyanue: poaykr cootserctyer Tpebosanusm HII | 3axmouenne: OJIOBPEHO _
Prepared by / Checked by/ Approved by: Manager/Executive / i
HoarotosneHo: < IIposepexo: Santosh Kumar Maurya | Oncdpeno: MeHe-u:eR/ Pykogomniens |
Pravesh Rana 7 31 Abhishek Chauhan ' ’
Reprint Date: - Reprint Date: Reprint Date: ) - ml
| Hara: 17408.2{)23 Hara: 17.08.2023 Jara: 17.08.2023 ) W_ﬂ{

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