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CERTIFICATE OF ANALYSIS
CEPTHUO®UKAT AHAJIU3A

Page1of5/Crp.1mu35

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoyxaun FOanop®, TabaeTky aucneprupyemole [ans gereii}, 100 mr + 125 mr

Batch No / Cepus Ne : V2202235

Batch Quantity / O6bem maprum : 547.500kg

Analytical Report No / Ananurnueckuii ordyer No :

890001625991

Date of Analysis / laTa ananusa: 09.1 1.2022

|Date of Manufacture / Jlata npoussoacrsa : Oct-2022 |Date of Expiry / Cpoxk roanocru : Sep -2027

| Analysis performed according ND / Ananus nposegen no HJI: T1 N011252/02-041021

Results / Pe3yabTaThi ~ Specification / Hopma

F‘fg ) _T_est / IlokazaTenn
1 Description / Onncanue

(=T

dentification /
IMognHHHOCTH

€ XapaKT€PHBLIM 3allaXOM.

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line onwith impregnations and a score-line on
one side and characteristic odor. / one side and characteristic odor. /

Kpyrable  miockouunuHapuuecknepyrnpie  MIOCKOUMIHHAPHYECKHE,
TabneTkn  po3zoBoro  mBera  cralneTkd  PO3OBOTO  LBETAa ¢
BKpamniaeHusmMu, ¢ Gackoii 1 puckoi HaBkpannennsiMu, ¢ Gpackoi n puckoii Ha
PHHOFI CTOPOHE,OHOI CTOpOHE,

C XapaKTEePHBIM 3aTaxoM.

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 ibuprofen and
paracetamol  reference  standards
solution (section Assay). / Bpemen
IAEP)KUBAHHST OCHOBHBIX [MHKOB Ha
XpomaTorpaMme UCTIBITYEMOro|
jpacTBOpa JOJDKHBI COOTBETCTBOBATH
lspeMeHaM yJepXHBaHH] IMHKOB Ha
[\(pomm‘orpamme

Complies as prescribed/
CooTBeTCTBYET

[ pactBopa
cTaHnapTHeIX obpa3loB ubynpodeHa
i napaueTamona (pazmen

|«Koni4yecTBeHHOE omnpeneneHue»).

Remarks : The Product conforms to ND/
IIpumevanue: IIpoaykT coorBeTcTBYET TpeboBanusam HJJ

Opinion : APPROVED
3akmwouenune: OJOBPEHO

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

[Noxrorosnexo: (R ITposepeHo: Onobpeno: Menemxep /

Ankit . Pardeep Kumar c-__\_.f/7 PyKkoBoauTEND _ \M
/ Manoj Kumar tm :

Reprint Date: Reprint Date: Reprint Date:

Jata: 09.11.2022 Harta: 09.11.2022 Jata:09.11.2022

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
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www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxinn IOnnop®, TadueTkn gucneprupyemsie [aas gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202235

Batch Quantity / O6bem naptuu : 547.500kg

890001625991

Analytical Report No / Ananmutndeckuii oryer Ne :

Date of Analysis / laTa ananuza: 09.11.2022

Date of Manufacture / lata nponsBoacrsa : Oct-2022

Date of Expiry / Cpok rogaoctH : Sep -2027

Analysis performed according ND / Anasaus nposeaen mo HJI: [1N011252/02-041021

Results / PesyabTaThl

364.8 mg/ 364.8 mr

Complies/cooTBeTCcTBYET

Specification / Hopma
357.7 mg to 372.3 mg (365.0 mg +

2.0 %)./ Ot 357,7 mr no 372,3 mr
(365,0 Mr 2,0 %)

00 min:33 Seconds/00 muH 33 Sec

INot more than 3 min /
He 6onee 3 MuH

Ne  Test/ Iokazareas

3 'Averag_e weight of tablets / |
Cpeansas macca TabJ1eTOK

4 -ﬁsiﬁtegration /-

~ |PacnagaemocTh |

5 Dissolution / '
PacTBopeHue

98 % to 101 %

97% to 99%

Not less than 70% (Q) of C;3H 50,
(ibuprofen) after 30 min /

|He menee 70 % (Q) C;His0;
(uSynpoden) yepes 30 Muu

Not less than 70% (Q) of C:HsNO:
(paracetamol) after 30 min /

He wmenee 70 % (Q) CsHoNO;
(napaueramon) yepes 30 milH

6 Dispersibility /
JucrnepcHOCTh

Complies / CooTBeTCTBYET

Uniform suspension passing through
the 710 pm sieve is formed
O0pazyeTes OJHOPOAHAS CYCHEH3Ns,
[IPOXO/ISILLAS Yepe3 CHTO ¢ pazMepoM
oTBEPCTHIT 710 MKM

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTeeTcTBYeT TpeGoBanusaM HJT

Opinion : APPROVED
3akawuenue: OJJOBPEHO

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

IloaroroBneHo: I1posepeno: f OnobpeHo: Menemxep / A

Ankit & Pardeep Kumar - PyKOB‘.OLlPITeJ'[L | @_Lug (,-
Manoj Kumar S

Reprint Date: Reprint Date: Reprint Date:

JHara: 09.11.2022 Hara: 09.11.2022 Hata:09.11.2022
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Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

Page3 of 5/ Ctp.3 u3z 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6yknnn FOuuop®, TabaeTku gucneprupyemble [aus aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202235

890001625991

Analytical Report No / AHaauTHYeckuii oTuer Ne :

Batch Quantity / O6bem naptuu : 547.500kg

Date of Analysis / [lara ananuza: 09.11.2022

Date of Manufacture / [lata npousBoactsa : Oct-2022

Date of Expiry / Cpok rogHocty : Sep -2027

Analysis performed according ND / Anains nposeaen no HJI: [1N011252/02-041021

Test / [loxasaTenn

Results / PéSy;bTaTbl

|N9
|7 Related substances /

' [PomcTBeHHbIE NPpAMeCH
Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / OnpeneneHue
COJIEPIKAHMS COAEPIKAHUS
4-amruHO(eHoNa

Method 2 / Metopn 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenenre
HenIeHTUDMLUHPOBAHHBIX
npumeceii nbynpodena u
[mapaneramosa

8 Microbial limits /
MukpoOHoJI0rHYecKas
YHCTOTA

0.0001%

BDL(Below Disregard Limit 0.05%)%

0.0001%

Specification / Hopma ]

4-aminophenol (paracetamol impurity)

4-amuHObEHO (nipumecs
napaneramona) - not more than|
0.005% / He 6onee 0,005 % |
|
)Any individual unidentified impurity
of (ibuprofen or paracetamol) /
Enunnunas HengeHTHHULMpOBaHHAS
[IPUMECH nbynpodena WIIH
napaleTaMona -
not more than 0.2% / He 6onee 0,2%

[Total impurities (Method 1+Method 2)
/ Cymma npumeceti (Meton 1 +Metog,
2) - not more than 0.7% / He 6onee 0.7
%

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

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

Not more than 1000 CFU/g/
|He 6onee 1000 KOE/r

Not more than 100 CFU/g /
{He 6onee 100 KOE/r

Remarks : The Product conforms to ND/
ITpumeuanue: ITpoayxt cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

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

IToaroToBneHo: [IposepeHo: Opobpeno: MeHeaxkep /

Ankit Pardeep Kumar Qf,—/ PykoBoauTess @M‘
- Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6yxaun FOHnop®, TabJeTky Aucneprupyembie [aasa gerei], 100 mr + 125 mr

|Batch No / Cepus Ne : V2202235

890001625991

Analytical Report No / Ananurudecknii oruer Ne :

Batch Quantity / Oobem mapruu : 547.500kg
Date of Analysis / /laTa anmanu3a: 09.11.2022

Date of Manufacture / {lata nponssoactsa : Oct-2022

Date of Expiry / Cpok rognocts : Sep -2027

Analysis performed according ND / Ananus nposeaen no H/: [1N011252/02-041021

a) Total aerobic microbial
count / ObLuee uucno
a3po0OHBIX MUKPOOPraHN3MOB

b) Total combined yeasts and
mould count / Obuiee uncno
NPOMOKEBBIX U TIIECHEBBIX
rpudos

. €) E. coli
0 Uniformity of dosage units /
OaHOpOAHOCTL J03MPOBAHUSA

- Ibuprofen / ubynpoden

- Paracetamol / napauieTamon

Shall be absent in 1g / OTcyTcTBre B 1

Acceptance value (AV) should be not
15.0 / [Ilokasarens
npiiemieMoctd (AV) T0oMmKeH ObITh HE

IAcceptance value (AV) should be not
15.0 / Tlokasarens|

Absent
r
1.5 more than
Gonee 15,0
nore than
1.5

10 Assay / KonuuecTBenHoe
omnpeseseHHe

101.3 mg /101.3 mr

1252 mg/ 125.2 mr

\(mapaueramon) B TabneTKe

npuemieMocTu (AV) HoikeH ObITh He
ooree 15,0
|90.0 mg to 110.0 mg of C13H ;30
(ibuprofen) per tablet /

Ot 90,0 Mr o 110,0 mr C3H 50-
(ubynpoden) B Tabnetke

112.5 mg to 137.5 mg of CsHyNO»
(paracetamol) per tablet /

Ot 112,5 mr go 137,5 mr CsHoNO»

Remarks : The Product conforms to ND/
Hpumeuanue: [IpoaykT coorseTcTByeT TpeOoBanusM HJT

Opinion : APPROVED
3akmouenne: OJOBPEHO

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

[Toarorosnexo: IlposepeHo: Onobpeno: Menemxep /

Ankit /X Pardeep Kumar :| 7 PykoBoauTtens @L—Lﬁ
= Manoj Kumar NE

Reprint Date: = Reprint Date: Reprint Date:

Hata: 09.11.2022 Hara: 09.11.2022 Hara:09.11.2022
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Page 5 of 5/ CTp. 5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Uoyxann FOanop®, TabaeTku aucneprupyemsble [nia geteii], 100 mr + 125 mr

Batch No / Cepusa Ne : V2202235

Batch Quantity / O6bem maprun : 547.500kg

890001625991

Analytical Report No / Ananutnuecknii otyer Ne :

Date of Analysis / JlaTa ananuza: 09.11.2022

Date of Manufacture / Jlata npousoactpa : Oct-2022 |Date of Expiry / Cpok rognoceru : Sep -2027

Analysis performed according ND / Ananns nposeaen o HJI: T1 N011252/02-041021

11 Package / YnakoBka

12 [Labeling / Map_KHI)OBKa_

10 tablets in PVC/AI blister. 2 blisters|10 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in a]’b'lislers and patient information leaflet
carton pack. / Ilo 10 Tabnerox B'[in a carton pack. / ITo 10 TaGnerok B
Onucrep n3 [IBX/Al Tlo 2 Gﬂut:'rcpu]ﬁnlurrcp uz [IBX/AL IMo 1, 2 unu 20
BMECTE (o UHCTPYKUHEH NOOJIHCTEPOB BMECTE € HHCTPYKLHEH no
NPUMEHEHHIO B MAYKY KAPTOHHYIO.  [IPHMEHEHHIO B MAYKY KAPTOHHYIO. |
IAccording to ND. / B coorserctauu ¢ H/I.

13 “Storage conditions /
XpaHnenue

In the original packaging (blister in carton pack) at temperature below 25°C,

B opuruHaibHOH ynakoBke (OJMCTep B NAUKe) [pU TEMIEPATYPE HE BbILIE
25 °C.

14 Shelflife / Cpox roxnocts
|

5 years / 5 net

Remarks : The Product conforms to ND/
IIpnmeuanne: [lpoaykr coorBeTcTByeT TpeboBanuam HJT

Opinion : APPROVED
3axkmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosnexo: ’E [IposepeHo: Onobpeno: Menemxep /
Ankit ( P Pardeep Kumar of/ Pyxosonutens
= R [{Vis%
— Manoj Kumar i -
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