Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CLPTHGBIKAT ATTATHIA

Product : Ibuclin Juni?)f,-dﬁpe;s—ible tablets {for cﬁiidr?i) 10(5%115-}: 125 mg

W6yscnn FOHof s ietet], 100 mi+ 125

Batch No/

Y TatICTEN ZHCTEprapyem e |4

ity / '
|Bateh Quantity 547 SOOkg

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Safan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Pagelof 6/Crp. 1usz 6

Mr

SRS

ol . V2300977 WA
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Analytical Report No/ 800001665882 b 105.06.2023
Anasny HHCCRHE oTueT N e e " {JlaTa aHanu3a: . i
e of Manufacture / ‘.'“»'-.‘:- f Expir
j*’ Attt May-2023 vy iry Apr-2028
)Z{a;a NROH3BOLCTBA. _ L fopenpo: | —
i I\~ s perior e ACCon llvz NV Apaning |th pen o HI: 11 e}'-‘ﬂ‘l 252/02-150323 . 3 i
Ne Test / Noxazarens Results / Peaynsrars Specification / Hopma

1" Description / Onucawuve

Pink flat-faced beveled-edge tabletsPiok flat-faced heveled-edge tablets with

i with impregnations and a score-line om
side and characteristic odor. /

mpregnations and a score-line on one

side and charactenstic odor. /

One

Kpyrmue  piockolprysipideckie Kpyribe HAOCKOUMAURAPHICCKHE

tabiieTkn  poaosoro  upeTa o Tabmeri PO30BOTO uBera c

BKpAIIeHu MY, ¢ (ackoi ¥ pHCKOH BrpaniemiaMy, ¢ ackol ¥ pUeKoil Ha
oznHOH cropore, onnok CTOpOHE,

‘ i Ha

i C MADAKTEPHLIM 38I1aX0M.

Complies as prescnioed/
Coo1BercTRYeT

Identification /
|I logannnocTb

2

1

¢ XAPAKTEPHLIM 211250M.

The retention times of the main peaks oo
the chromatogramn of the test solution|

.should correspond to the retention times

of the peaks on the clromatogram of
ibuproien and paracetamo! reference
standards solution (Assay section).
Hpevena  yAepRHBaMESs  OCHOBHEIX|
UHKOB HA Ypomarorpamme
UCTILITYEMOrO  DACTSOPA  JLOJHBL
COOTBETCTEOBATD BpEMEHIM
YOSPHHBAHUR HIKOB Ha
XPOMATOrPaMME PACTBOPE CTAHAD THBLK
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|!Lay\ nin [0ruop”, Tafacrin aHeneprapyesute (s meteif], 100 Mr,'*flzq Ml . _ |
Batch No / 77 [Balch Quaniity / '
547.5
\Cepus Ne V2300977 Pa:w'fx — 47.500kg !
I s B i o = - i

-umh:m.al Report No / 800001665382 l[Dﬁte of Analysis / 05.06.2023
; AsaniTieckuit OT‘-{E:TNG R {lara anamuaa: Co
,“{ te of ‘\f‘%;; 1}111 if\, of fl\n,?\ /

g - : Apr-2028
ara npoiososicrea t " [P f{}23 o (faoper po: _’ P SR N
Anglysis performed according ND / Ananns nposcaen no Hig 1 NO11252/02-150323 o

Ne | Test/ Iloxazareas Results / Pe3ymnraTsl
3 | Average weight of tablets / 363.1 mg/ 363.1 Mr
; Cipeauss MEcEA THEICTOR Complies/CooTseTcTBYET
§ |
Disinireration 00 min 27 sec | 00 mun 27 cex |
PacnagaeMocis
5 Dissolution / PacTBopenne | 100% to 102 %
|
: | 98% to 100 %
i 1
|
& | Dispersibility / | Complies / CooTBeTeTayer

HucnepcHocTs

710 MM
i

7 Rehted substa nees / Po;chBeﬂHme npﬂuecn

13577 mg L03723mg

‘ipecmcatum / T—Tnpua

(365.0mg +2.0 %). /
Ot 357,77 mr me 372,3 M

(365.0 Mr 2,0 %)

Mot more than 2 min
e Bosnee 3 MUH

Not less than 70 % {(Q) of Ci3H0:
(ibuprofen) aftcr 30 min / He menee
70 % {8)) Cy3H 1302
| (ubynpodien) epes 30 Mun

‘Not less than 70 % (Q) of CgHeNO:

(paracetamol) after 30 min / He nenee
70 % () CsHoNO;
(apaueramon) yepea 30 MuH ‘
Uniform suspension passing threugh the
710 um sieve is formed / OBpasyerca
OJHOPONHAA CYCUCH3UR, NPOXOAAINAs
Hepez CHTO C pasMcpom onaepcmif;

" Reomarks : The Product conforms (0 NI/
TTpumegaune: TIPORYKT COOTBETCTRYET 1]
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iProduct : Ibuclin Junior, ¢ d_ispersible- tablets (_ijr children) 100 mg + liﬁng T
'Jlrﬂgwﬂ Koumop”, rafician Ancneprupyensie (s tereft], 100 mr+ 125 mr

Batch No / IV 2300677 fBatch Quantity, 547.500kg

(‘n p!lﬂ N\ b b ,""t_\‘!&[‘ CEDMH . o

i e o i o e —— . %
{natytical Repor . 1290001665882 ‘Date of Analys1s / HO:;.O6.20£‘,~ i
| Anamnrnueckuit otver No: . e Tlaga ananmsa:

Date of TEP’"'“ cture /- . IDate of F> mn} . _——-‘1

W ay-20 Apr-20
{laTa NPOHIBONCTES : AR Jraed Tonen o | pr 23_— N

Anatysis performed according b’\ﬂ'l Ai?mmuw SCH 110 H) I lll‘w'l 252/02- 150323

R

| Ne E Test / TloxazaTean Resulis / PesyanTars ; Specification / Hopma
Method I / Meron 1 0.0004% 4-aminophenol (paracetamol impurity) -
4-Aminophenol content / not more than 0.005 %
Onpegenexne cofepxarus 4-avunodenon {mpeimeck |
4-amusodenona napaueraMmona) - He Gonee 0,005 %, ;
Method 2/ Meton 2 Any individual umdentified mpurity ol
Ibuprofen and Paracetamol Below BDL (BDL- 0.05%) / Huse | 1buprofen or paracetamol -not more tha
cnidentified impurities / [IOpOTE PETHCTPALH 0.2 % l
QOnpeneneHue ! (TP =0.05%) PEnuuwusas  wennestidiiponanHas f
i pennedTRQRIMPORAHHbB !H[JHM{‘GB ubynpodena MK
‘mpumeceli ubynpopenan | | mapanerasona - ne Gonec 0,2 %
JIADALETAMOTA - . - R
Total impurities (Method | Not more than 0.7 % / He 6o1ee 0,7 %
1+Method 2} / Cymma
npumecedt (Merox 1 + 0.0004% ! |
Meroz 2) | i
| 8 'chrobml llrmts* / MHKpGﬁHOﬂOI‘H‘iECRaH gnpcroTa*
! 'a) Total acrohic mucrobial Less than 100 CFU/g/ Not more thar 10° CFU/g /
| {count / OBuice yueno Mcﬁee 100 KOE/r He Gonee 10° KOE/r
‘ ‘a3pobHbIX :
MHKDOOPraHH3MOB
Fﬁﬂ“‘-‘-‘.‘n’"’ o= _" - = S = T ST D R = o - —
Remarks : The Pioduct conforms to NDy Upindon + APTROVED
| Mpavewane: TTpoAyKT cootseTcTByer Tpefopanusn HAL Sarawuenne: ONOEPEHO N
Prepared by / Checked by / - Approved by: Manager/Executive /
[ToAroToBneHo: r } TIposepeno: Pardeep Kumar Ouobperio: Mere i «p / PyxoBoOHTEDD g
i Ramakant k’!‘ " "f;:’—; o Ajay Sharma ;_g} “‘!
i Reprint Date: Reprint Date: - ' Reprint Date: ) '
Mara: 05.06.2023 Hara: 05,06.2023 | Mlara; 05062023 E
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Prodoct : Thuchn Junior, dispersible wblets (fon childeen) 100 mg + 125 me

HayRiE Oruop
Batch No
,E-Eﬁﬂ Ne:
"Analytical Report No /
‘Ananutadeckult otiuer Ne
’ .h_L -G’ \ 'thu{h
{/1aTa IDOIIBOLCTRA
[ Anabysin P&‘f rnesd u.n

Tabne

[NJ;
-

red 11.'14:}

Test/ llemaarﬂm
; b) Total combined yeasts !
‘and mould count / OGwee
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJII3A

Aua z.* NPOBCIASH HO 11
| Results / PeayneTaret

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

| HTLIIO APOFAOKEBBIX W

i nnecHeBbly rprbos

¢} E. coli

| 9

-

i

]J‘ proiei LU}'HPJ@BH ;

10 Assay / KoauuecTBeHoe |

‘onpenciaenne

| ﬂptlw“mt-mp-

| Paracetamol / Tlepancravon |

Absentin 1 g/
OrcyTeTBYeT B 1 1

Uniformity of dosage umts / O,unopo,uuoc‘rs JO3HPOBAHHA

0.9

93.9 mg/ 98.9 mr

123.7 mg /1227 mr

e e e

Rcmnrlw Tho Product conforma 1o NI/
InomysT eoOTReTRYRYET TpEharatiay 1T

EL LT NOTI2524

Paged of 6/ Crp. 4 13 6

|

]

T SHCHEPTHDYCMBIE fans aerei], 100 mr - }_‘E{ e 2 e S j

V2300977 i ach Quantity /547 000 '
[ A Pasmepcepum: | = "

. 890001 665882 'Dc.{u \JJ \u:. ,.--'.i ] "5.06«2023 l

L l=,EaTaai|q 1438 ) ) |

M w-2023 Dale of Expin) Apr-2028 !

J logen no ‘ |

215003723

Spacxﬁcaﬁen { Hopma

‘\01 more than 107 CFU; o/
He6umc 10* KOE/r

'Shall be absentm 1 g/
Oreyrevsne sl r

The acceptance valne (AV) should be not
more  than  15.0 7 Tlokaszarent
npuemnemoctd (AV) pomxed ObITh HE
Gonee 15,0

" Theacceptance value (AV) should be not ;

more than 15.0 / [Tloxasatems
| iemnemoctn (AV) jjomxen CwpiTh HC
li.. onee 15,0

90.0mg to 1i0.0mg of CuHuO:
{mvnmn 1) per tablet / Ot 90,0 Mr 1o

1110,0 vr CpH Q2 (uGyupoden) B
|'I‘36}1'.' TKE
11285mg to 137.5mg of C_\H‘-T“I(_.‘.':E

|(peracetamol) per tablet / Ot 112,5 mr Ao
|137,5 mr Cs}%n\ O (napaneramos 1)

e ""EE-“"—“‘ gty ..

Oplmun APPROVED
l Jawmouenne: OQJOBPEHO

. Prepared by / Checked by /

| Hoarotosneo: [} \, ,{‘[ TIposepeno: Pardeep Kumar
| Ramakant \} ‘w =
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S

‘Batch No / ‘Batch Quantity/ | ' ) i
|Cepua Ne - St IPaepcepme: 4750008 |
‘Analytical Report No/ _ 450001665882 Date of Analysis / 105.06.2023 j
 AnamuTHyeckii oryer Ne : T ~ Mara anannaa: | = ]
e [] te of r '
bate of Manufacture / r\ ay-2023 ate of Expiry | Apr-2028
Jata MpOM3BONCTBA : (Fouen no L .
JAnalysis performed ac cording ‘D [ Awanna nposenen no HL 11 NG11253/02-1 50323 ) _
N | Test / lloxkazaTens Results / Pesyanrats Specification / Hopma .
) | - Tabnerxe |
11 | Package Vmawoska | 10tablersin PVC/AI blister. 2 blisters 10 tablets in PVC/AL bhister. 1, 2 or 20

|

- According to ND. / B cootsetctsuu ¢ HJL.

12 | Lahelmgr :'Vhpmtposlca

13 Storage conditions /
Xpanenne

and patient information leaflet in a blisters and patient information leatlet in
carton. / [lo 10 Tafnerok B 6nuctep a carton. / o 10 Tabaerox B Gnucrep H3
3 [IBX/AL o 2 Gymctepa emecte ¢ [IBX/AL Ilo 1, 2 wiu 20 6nucrepos

BHCTpYKUHER [0 TPHMEHSHUIO
Na4Ky KapPTOHHYFO.

B BMCCTE ¢ HHCTPYKUHEH 1O TPUM eHe
8 UKy kARTOHHYIO.

HHEO

In the original packaging (blister n carton) at temperature below 25°C./

B opuriiransHOi yraxosxe (GnucTep B ndaYKe) [)H TEMIIEPATYPE HE BLILLIC
25 °C.

: 14 bﬂzﬂ life / Cpox ropmocTi

'S years / 5 met

* The test is performed for each 20th batch, or for onc batch in a year whichever is earlicr. The test can be absent
in the certificate of analysis. / Menprraune npooanres ToAsKe K kaxnoii 20-ii cepny wiim 17 oldoH cepuu B
TOJ, B 3aBACHMOCTIL 0T TOrO, *IT0 HacTynuT panec. IIoKa3aTENML MOKET OTCYTCTBOBATE B CepTHHRATE ananua.

| Remarks The Product conforms to ND/
| Opumeuanne: [popykr coorsercryer TpeGosanusm HIT

Opmwn A?PROV]LD
Zaxnouenue: OJJOBPEHO

| Prepared by / Checked by /
Nogrowoeneno: § 4~ | TIposepeno: Pardeep Kumar
\ Ramakant _:.’?‘gzﬁi,i W) [
| Reprint Date: T | Reprint Date: . o
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Product ; Tbuclin Junior, dispersible tablets (for chiidren) 100 mg+ 125 mg

M Oykmuy ouuop |, raGnenis aKcRent upyeMeie [Aas peveli], 100 m + 125 Mr
S ——— ]

i?m ! V2300877 1 Quantlty oy SOOkg i
epus No : o o 1"1’5'\’!1()"‘901’5“_ i e =
|A;mlyt1ca} Repon No / 2 (}001 665882 ﬁjﬂtﬁ of Analysis 05 06. 2023
|AamiTuaeckuil oraet No : i Hara ananiza: .
1}:}{:;2 t:{f Manufacture / . \lay~2023 Date of Expiry ,\pr_gué_,

DOM3BOJACTEA : j"open o : | [—— N _—
IAnalysie. werf‘m'm‘d 4CC0 rding ND ’*ﬂdm»{s NPOEEHCH 1O HH {INO1 1’4‘3‘”02 150: 523’ » . N
! APIname (INN)/ ! '?«uprofenf ;anw‘bw Paracetamal / Tlapanieramon ,

iHajj’zg:e!mqu ne ADC (MHH): i
B
AP] manufaciurer balch number / b
Homep cepun npoussogntens ADC: i
i
i |
,-I-‘I’ Manufactarer API Batch number / ! S S
i Homep cepum cybcranmum FEQA00182
npouspoauTens LJId:

Solara Active Pharma Sciences

&PI Manufactured by & country / t Limited, India / Conapa Dicris

| Hposponurem> AQC, crpana: @apwma Calicneus Jinmures, Munus

i i P i il

% APAP/23030307 i
| FEQA00127 |
" Granules India Ltd., India / i

Tpasynec Wupua Jltn., Muamas

= —

Re m.:rhx * The Product con Farms o ND/

C)pin_‘iun 1A P"Hr{{‘:r}_— 1
Jarmogenne; QAOBPEHO !

” Hpuntesanne: Mpoayrr coorsercrsyet rpebopanuam HIT
' Prepared by / E Checked by
[‘I’Iop,romsneﬂo " \ﬂ'}_ | Tiposepeno: Pardeey Kumnar
. Ramakant Lz B

£

Approved by: Manager/Executive / g
Onodpenc: Mewepiep / Pykosonurens i

Ajay Sharma ;:” \

A+
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