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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Pagelof6/Ctp. 1u3 6

"Product. Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HbykmH HOunop”, Tabnetku aucneprupyemsie [Ansd gerei], 100 mr+ 125 mr

Hoy ki ik N ]
BatchNo / V2301495 IB&tch Quanmy' / 535.420ka :
CepHx No : | Pasmep cephu :

e e : d — .
Analytical Report No / 890001681260 pate of Analysis ! 16.08.2023
Anamrivecknii otuer Ne ; o Hara awamuza: | T

Date of Manufacture‘ 7 Tul-2023 Date of E?fper/ Jun-2028
Jaranpouzgozcrsa : _ | opex no: -

[ Analysis performed according ND / Amnanus upopeder no HI: TIN011252/02-150323

e Test / Ilokazarcias Results / PesyasTaTsl Specification / Hopma
Description / Onucanuwe  Pink round flat-faced beveled-edge Pink round flat-faced beveled-edge
tablets with impregnations and a tablets with impregnations and a score-|

; score-line on one side and|line on one side and characteristic odor./!
’ characteristic odor. /' Kpyrneie MIIOCKOUHIMHAPHYECKHE
Kpyrisle TNOCKONMMHHApHHECKHe TableTKH  PO30BOrO uBera ¢
TabNeTKH  pO30BOrO  UBETA ! BKPAIEHHMSAMH, C tackoil 1 puckoil ua
l BKparieHnamy, ¢ Gackoil u puckOH OAHOH  CTODOHE, ¢  XapaKTEPHBIM
Ha OJHOH CTODOHE, C XApaKTEPHBIM 3aMaXxoM.

3araxom. j

i

—

2 ‘Identi‘ﬁ'cﬁtioxnl 3 [ Complies as Erescﬁ?&_ "~ Theretention times of the main peaks on
HopmaanocTe CooTBeTCcTBYET |the chromatogram of the test solution
should correspond to the retention times
| of the peaks on the chromatogram of!
! ibuprofen and paracetamol reference
i l ‘standards solution (Assay section). / 1

Bpemena  yoepxuBaHHS — OCHOBHBIX |

[THKOB Ha XpoMaTorpamme
HCIBITYEMOT'O pacTsopa JOJKHEL
1 COOTBETCTBOBATE BPEMCHAM |

| YAEpKUBAHHUS THKOB Ha |
XpOMaTorpaMme pacTBopa CTAHRAPTHBIX i
obpasuey nOyupudienu i LHUPHLEIUMUIL -

I ' (pazaen «KonuuecTeenHoe
olpeeneHuen).

[Remarks : The Product conforms to ND/ | Opinion : APPROVED |
Ilpumeyanne: [Ipoaykt cootsercreyer Tpebopanusm HIl | Sakmouenne: OJJOBPEHO i
Prepared by / Checked by / Approved by: Manager/Executive /
[ToproToBneHo: [Iposepeno: Himesh Kumar Onobpeno: Mene 1uep / PyxoBoalites
Pardeep Kumar < e Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date: ' -
Hata: 16.08.2023 Hata: 16.08.2023 Hara: 16.08.2023 ]
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg T
Hbyxnun FOnuop®, Tabneriu nucneprupyembsie [ans gereit], 100 Mr+ 125 mr o
Batch No / V2301495 Batch Quannty./ 535.420kg
CepusNe: o Pa3mep cepuy : R _
I o pi —— ]
Analytical Repczrt No/ . 890001681260 Date of Analy‘sm / 16.08.2023 '
|Ananarayeckud ordeT Ne: | ) 7 |Mata ananuza: | o [
Date of Manufacture' / Jul-2023 Date of E}fpuy/ Jun-2028
JaTa mpoM3BOACTEA : _ Yomewpo: "7 A_l
Analysis performed according ND / Ananus nposened no H: I N011252/02-150323 o
Noe [ Test/ Iloxazarens Results / PesynbTaThl Sp:;;ification / ﬁopma
3 | Average weight of tablets / 366.3 mg/ 366.3 Mr 357.7mgto372.3 mg
[ Cpenusist Mmacca TaGiaerox | : {(365.0mg £2.0%)./ i
Complies/CooTBeTcTBYET ; O 3577 ur 10 372,3 Mr |
I (365,0 Mr 2,0 %) |
4 Disintegration / 00 min 24 sec/ 00 mun 24 cex :Nﬁ'rﬁéfﬁﬂéﬁiﬁ min/ o
} Pacnagaemocts ’ 'He 6onee 3 mun
5 Dissolution / PacTsopenne 99%t0 101 % "Not less than 70% (Q) of C;Hi0:
'(ibuprofen) after 30 min / He menee
70 % Q Ci3His02 |
(ubynpoden) vepes 30 MuH
98 % to 100 % ‘Not less than 70 % (Q) of CzHoNO;
(paracetamol) after 30 min / He menee
o 70 % Q) CsHsNO,
(mapaueramou) uepes 30 MuH
|6  Dispersibility / Complies / CooTBeTCTRYET Uniform suspension passing through the
‘AucnepcHOCTL {710 pm sieve is formed / OGpasyercs
ONHOpOJHAS CYCTIEH3HS, NPOXOAALLAL

‘ 4Yepes CHTO € pPasMepoM OTBEPCTHit
710 mMxm
TS i ? ENC R TN U 2 e e it — SP——s PR U S S 191 PSS P |

17 lReIated substances / PogcTBennble npumecH

"Remarks : The Product conforms to ND/ Opinion : APPROVED

| TIpumeuanne: ITpopyxt coorsercTByeT tpeGosanusm HJI 3axmiouenune: OJIOGPEHO

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

it [ToarotosneHo: - IIposepeno: Himesh Kumar Onobpeno: Menewep / iﬁmunmrw ib
Pardeep Kumar < - —— o Abhishek Chavhan .\
Reprint Date: Reprint Date: Reprint Date: o
Harta: 16.08.2023 _ﬂ,[[aTatz_}é;OS..’ZOZB ) _| Hara: 16.08.2023 -

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2800, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIHI3A

Page3of 6/Ctp.3u3 6

Product: Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hbyxnunn P_Qﬂﬂopw, TabneTku pucneprupyemsle [ nerei], 100 mr+ 125 mr

Batch No/ V2301495 Batch Quantity / 535.420kg
Cepus Ne : o _ Pasmep cepun :

o
Analytical Report No / 890001681260 Date of Anaiy‘smf 16.08.2023
Ananutuyeckni otyer Ne : | Hara ananuza: )
Date of Manufacture / Tul-2023 Date of Expiry / Jun-2028
IaTa npousBojcTBa : lopen go:

! Nv | Test / Tokasarens
|~ Method 1/ Merog 1

4-Aminophenol content/
, Ornpenenenne CoOAepXanus

4-amuHODEHOIA

©0.0001%

Method 2 / Metog 2

Ibuprofen and Paracetamol

unidentified impurities /

Onpepnenexnne

| HOHAEHTHOUIHPOBAHHBIX

npumece ubynpodena u

| | napaueramona

' | Total impurities (Method
1+Method 2) / Cymma
npnmecsyl (Meton 1 +
MGTO,}_I 2)

0.0001%

Results / PezynsTaTh

BDL (disregard Limit 0.05%)%

Analysis performed according ND/ AHanus nposeﬂcﬂ no HJI 1 NO1 1252/02- 150323 - |

| B

Speclﬁcatmn / IIOpma !
" | 4-aminophenol (] (paracetamol zmpunty)
Lnot more than 0.005 %
1 4-amunodenon (npuMecs
| mapaneramona) - He Gonee 0,005 %
Xnym;ﬁaividual_unidéhtiiied"impurity of
\ibuprofen or paracetamol - not more than

0.2%
EnunuyHas  HewgeHTHQUUHpOBaHHAS
' mpHMech ubynpobena VI |

napaiieramorna - He bonee 0,2 %

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

8

l Mlcreb:al limits* / Mm\poﬁuo.;rm "HYecKas qncmTa*
r a) Total aerobic microbial

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

count / Obuiee yncio
[ a3p0oBHBIX
MHKpOOpl"aHHSMOB

™ [Not more than 10° CEU/g / I
He Gosee 10° KOE/r

Remark; : _The Product conforms to ND/

Npameuanue: [Tponyxt cootsercTayeT TpeGopanmsm HJI

Opinion : APPROVED
Jaxmouenne: ONOBPEHO

| Prepared by / Checked by /
[loproToBneHo: £ Iposepero: Himesh Kumar
Pardeep Kumar  <=b— e, N SRE
Reprint Date: Reprint Date:

Hara: 16.08.2023

Approved by: Manager/Executive /
Onobpeno: Meriendep / Pwaao,nmenb
Abhishek Chauhan \

Reprint Date:
Hara: 16.08.2023

Hara: 16.08.2023

Reglistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 25900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CIN: LB5195AP1984PLCO04507
www.drreddys.com
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Dn Red dy S °. Vill, Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Paged of 6/ C1p. 413 6

Product: Ibuclin Juniar, dispersible tablets (for children) 100 mg + 125 mg
Hbyxnun IOHuop Tabnetku gucoeprapyemble s aeteit], 100 mr+ 125 mr
Batch No / i Batch Quantity /

Ceps Mo : - ¥V23?_1.495 |Passeep cepim : E535 420kg
Analytical Report No / 5890001681260 |Date ofAnaly-sm / 16 08.2023
AnanuTHyeckui otyeT Ne ; Jlara anaiusa:
lDatc ‘of Manufacture / Iu1—2023 : Date of Expiry / [ Jun-2028
Jara npou3BojcTsa Tozen o : - o
' Analysis performed accordlng ND / Aranuz nposeses no HJI: 11 NOl 1252/02 150323 B _\
Nb ! Test / Tlokaszarens Results /-‘Puy.flmalm } - Specification / Hopma 7
|b) Total combined yeasts I Less than 100 CFU/g/  Not more than 10° CFU/g/
and mould count / Obuwee | Menee 100 KOE/r He 6onee 107 KOE/r
{4HCIIO [POXOKEBBIX H | !
. ' ecHEBEIX TPHOOB
l “¢)E. coli - T Absentinlg/ ~ Shallbeabsentin1g/ M!
] OTcymTByeT Blr Orcyrcteue B 1T
IV 9 | Uniformity of dosage units / Ommpommcn. ,IICBH])OBS\HHH - o o
Tbuprofen / U6ynpoden [ 2.8 The acceptance value (AV) should be not
more than 150 / TIloxasarens
npuemiemoct (AV) nomken OHITH He
1 Gonee 15,0
Paracetamol / TTapaneramon ! . 28 The acceptance value (AV) should be not
r more than 15.0 / Tloxazarens
' npremneMocTd (AV) nomkeH ObITH He
' ] bonee 15,0
10 IAssay/ KonnuecrBeHnoe 1014 mg/101.4mMr IQbﬁmg to 110.0mg of C;3H;s0;
onpexne/ieane _(ibuprofen) per tablet / Ot 90,0 Mr mo
| 110,0 mr  CisHigO; (ubynpoden) s
TabneTke ;
i ; 124.9 mg /1249 mr 1125mg to 137.5mg of CsHoNO;
{paracetamol) per tablet/ Ot 112,5 mMr no
! ) o l R B ) 1375 MI CgH-;NOz (napaueramon) B
"l Remarks : The Product conforms to ND/ : o ﬂpmlnn APPROVED
« Tlpameuanne: T[IpoaykT cooTseTcTBYeT TpeGoBanusm HIl 3axumouenne: OJOBPEHO
Prepared by / Checked by / ! Approved by: Manager/Executive /
TloproroBieno: { [Tposepeno: Himesh Kumar Opobpeno: Menepreh / Pykbsoons
Pardeep Kumar =~ < by | Abhishek Chauhan -/}
Reprint Date: Reprint Date: Reprint Date; T
| Jara: 16.08.2023 i Jara: 16.08.2023 ) Hara: 16.08.2023 o

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +21 40 4300 29399, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAII3A

PageSof6/Crp.5u3 6

|Proaﬁ?;t: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg. T
Hoyxnin YOHHOP . TabrieTkn micnepripyen ble [2a4 aereii]. 100 Mr+ 125 mr o ) _!
I%atch No/ V2301495 [B gtch Quantity / 535.420kg

Cepna Ne : N Parvep cepin : | o
Analytical Reptart ?\Io / | 890001681260 Date of Analysis / 16.08.2023
(Ananutryeckuit oryer No _ 7 fata ananuza: ]
‘]TD.ate of Mz‘mufact.urel/ Tul-2023 'Date of E}fpiry/ Jun-2028

Aarta ppoBoaCrBea ! - _ Jopen no: - ) . |
{Analysis performed according ND / Ananus nposesien no HJi: 1 NO| 1252/02-150323 L L

! b | Test / Howazarens | Results / PesyanTaTsl Specification / Hopma

—_— .T = SEU PR E— - - S iT‘aGHeTKe - J— -
o | - _i

] 11  Package / Yuakoeka ] 10 tablets in PVC/Al 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. / Ilo 10 rabuerok B 6nuctep a carton. / ITo 10 tabnerok B Gmucrep us
i ‘13 [IBX/AL Tlo 2 Gnucrepa smecte ¢ ' TIBX/AL Tlo 1, 2 unu 20 BHcTepoB !
| MHCTPYKIHeH II0 TNpPHMEHEHHIO B BMECTE C HHCTPYKIKEH Nio NPHMEeHEHHIO

‘ , MaYKy KapTOHHYIO. B [aYKy KapTOHHYIO.
12 Tlabeling / anunponxa ' According to ND. / B coorserctaun ¢ HJI. o
' 13 'Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. / AI
| | Xpanenne B opurnnansroit ynakoske (6nuctep B nayxe) npu TEMIIEPATYPE HE REILIE
25°C.

| 14  Shelflife / Cpox rogrocTH 5 years/ 5 yer

* 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. / Heneiranne NPOBOJHTCH TONBKO ANA KAMA0H 20-8 cepun wiam jns opmoit CepHH B
07, B 3aBHCHMOCTH OT TOT'0, ITO HACTYHHT panee. Ilokasares MOXET OTCYTCTBOBATSL B cepTH(HKATe AHAIUIA.

Rewmsar ks : The Product conformms 0 ND/ | ) Upinion : APPROVED

Hpumeuanne: Ipotyki coorsercrayet Tpebopanusm HJT 3aknwyenne: QIOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroToBnexo: f Tlposepeno: 1\1'111c:.§1 Kumar Onobpero: Menewrepy PvkpsoguTens
Pardeep Kumar < < S s emiieaenesesl) Abhishek Chauhan | -

Reprint Date: Rep;imr_l—z Date: Reprint Date:

)_‘[aTa:_ 1‘6_.08.2(?23 B I{aTaLl_§.OS.2023 B Jata: 16.08.2023 o _J

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +§1 40 4900 2599, Email: mail@drreddys.com
CIN: L85195AP1984PLCOD4507
www.drreddys.com



Dr.Reddy’s Q3¢
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CERTIFICATE OF ANALYSIS
CEPTHPHKAT AHAJTH3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA,
Tel : +91 58166 56001-02
www.drreddys.com

Page 6 of 6 /CTp. 6 3 6

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

{MbyxmiH I‘OHHOp rabnetky gucneprupyembie [ans gereit], 100 mr+ 125 mr

535.420kg 1

Batch No / |‘\]2301495 Batch Quantity /
tCf:pm! Ne: _ Pasmep CEPHH : ]
Analytical Report No / 890001681260 |Date of Analysis / 16.08.2023
|AHATHTHYECKHH oTueT Ne o B 1ata ananusa: T ]
Date of Manufacture / [ Jul 2023 |Date of Expiry / Fun-2028 !
Jarta npox3BOACTBA : Tomen no: o
Analysis performed according ND / Anamus nposened mo HJT: T1 N011252I02 150323 ] o o I
API name (INN) / I ‘ o
Hammenosamue ADC (VHH): Ibuprofen / HG_y_JpO(be_H Paracetamol /-HBEI—_{CTEMOHV
e ) PIBM230137 5047/22-23, 4055/23-24
Homep cepran npouzsogutens ADC:

!

FP Manufacturer API Batch number /
Homep cepun cyGerannnn FEQAQ0219
| MPOMIBONATENA TJ®:

API Manufactured by & country / Limited, India / Conapa Dxrus

, Solara Active Pharma Sciences

FEQAO00191, FEQA00240

India / Ipu Kpruina

IIponssomurens ADC, crpana: | ®apma Caitencus Jlumuren, Uuaus | Gapmacsrorakans JIta., Uanus

| Sri Krishna Pharmaceuticals Ltd.,

Opinion : APPROVED
3axmouenue: OJOBPEHO

Approved by: I\Iunas_:r.l xeeutive /
Onobpeso: Mete e I’meo'm* b
Abhishek Chauhan \

 Remarks : The Product conforms to ND/
Ipameqanne: [Iponyxr coorsercTyet TpeGoBanusm HJT
Prepared by / | Checked by /
[MogroroBneno: I [Tposepeno: Himesh Kumar
Pardeep Kumar ™ =4 =
Reprint Date: Reprint Date:

Jara: 16.08.2023 | fara: 16.08.2023

Reprint Date:
Jara: 16.08.2023

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