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CERTIFICATE OF ANALYSIS
CEPTUPUKAT 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

Page 1 of 5/ Ctp. 113 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxknun I0unop®, Tabaerkn aucneprupyemble [as aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300532

Batch Quantity

/ O6bem napruu : 547.500kg

890001654448

Analytical Report No / AHaanTnuecknii oryer Ne :

Date of Analysi

s / lata ananusa: 05.04.2023

Date of Manufacture / lara npoussoacrsa : Mar-2023

Date of Expiry / Cpok rognocth : Feb-2028

Analysis performed according ND / Ananu3s nposenen no HJI: [1N011252/02-041021

.N'9 Test / [okazaTen

_TResu_l_ts / Pe3yabTaThl

Specification / Hopma |

1 Description / Onucanue

F[’ink flat-faced beveled-edge tablets
with impregnations and a score-line on
one side and characteristic odor. /

{prl“.l'lble mrockounanEapuueckieKpyrisle  NJI0CKOUUIMHIPUYecKue
[rabneTkd  poO30BOrO  LBETa  CTabNeTkn  pO30BOrO  UBETa ¢
BKPANNEHHIAMH, C dackoii 1 puckoit HaKpanieHnamu, ¢ Gackod ¥ pucKoi Ha
OJTHOM CTOPOHE,OHOI CTOPOHE,

C XapaKTePHBIM 3aI1axOM.

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

C XapaKTCPHbBIM 3aItaxoM.

(%)

Identification /
IHoXIHHHOCTDH

Complies as prescribed/
CooTBeTCTRYET

The retention times of the main peaks
on the chromatogram of the test
olution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol  reference  standards
solution (section Assay). / Bpemena
VAEPKIBaHHS OCHOBHBIN [IIKOB Ha
Xpomatorpamme HENLITYEMOrQ
pacTBOpa AOMKHLI COOTBETCTBOBATH
BPECMEHAM YCpAHBaHid MHKOB Ha
XpoMaTorpaMme pacTBOpa
CTAHAAPTHRIX 0DPA3LOB noynpodena
i fapaneramona (pasnen
«KomiuecTBeHHOE OlpeeNeHne»).

Remarks : The Product conforms to ND/
Ilpumeuanue: I1ponykr coorBeTcTByeT Tpebonanuam HJI

Opinion : APPROVED
3axmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotoBneHo: /7< [Iposepeno: Ramakant Onobdpeno: Menemxkep / R )
Ankit 0§ Pykosogutens Kusum Lata\= |
Reprint Date: Reprint Date: ' Reprint Date:

Hara: 05.04.2023 Jara: 05.04.2023 Hara: 05.04.2023

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: L85195AP1984PLC0O04507
www.drreddys.com
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CEPTUDPHUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
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Page2 of 5/Ctp.2u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noykaun FOunop®, TabdaeTku nucneprapyemble [aas aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300532

Batch Quantity / O6bem naprtun : 547.500kg

8900016544438

Analytical Report No / AnannTuyeckuii order Ne :

Date of Analysis / /laTa ananusa: 05.04.2023

Date of Manufacture / lata npou3Boacta : Mar-2023

Date of Expiry / Cpok rognocru : Feb-2028

Analysis performed according ND / Anganu3 nposeaen mo H: [T N011252/02-041021

mg Test / lokazaTens

Results / Pe3ybTaThbl

B Average weight of tablets /

Cpeansist Macca TabJIeTOK

)

364.6 mg/ 364.6 Mmr

Complies/cooTBETCTBYET

ISpecification / Hopma

'p57.7 mg to 372.3 mg (365.0 mg £
2.0 %). / Ot 357,7 mr o 372,3 mr
(365,0 Mr £ 2,0 %)

4 Disintegration / | 00 min:24 Seconds/00 muu 24 Sec [Not more than 3 min /
PacnmagaemMocTh He 6onee 3 MmuH
5 Dissolution / 97% to 99 % ot less than 70% (Q) of C;3H 40
' PacTBopeHne (ibuprofen) after 30 min /
He wsenee 70 % (Q) CpaHizOs
(nOynpoden) vepes 30 Mun
96% to 98% Not less than 70% (Q) of CsHoNO;

(paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNO;
(napaueramot) yepes 30 MiH

6 Dispersibility /
JlucnepcHOCTH

Complies / CoOTBETCTBYET

Uniform suspension passing through
the 710 pm sieve is formed
O0GpasyeTcss OJAHOPOAHAA CYCTIEH3HA,
TPOXOASLLAS Yepe3 CHTO € pasMepoM
oteepeThii 710 MkMm

E h’cst / IloxazaTeJnb

Results / Pe3yabTaThl

Specification / Hopma

Remarks : The Product conforms to ND/
Ilpumeuannue: [Iponykr coorBeTcTBYET TpeboBanusaM HJJ

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / ~ Checked by / Approved by: Manager/Executive /
[ToxroTtoenexo: A ITpoeepeno: Ramakant Onobdpeno: Menemxep / \
Ankit B L W PyxoeoanTens Kusum Lata”‘ss";}}‘.é"/
Reprint Date: Reprint Date: ' Reprint Date:

Hata: 05.04.2023 Jara: 05.04.2023 Jlara: 05.04.2023

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: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page3of 5/ Ctp. 3u3 5

Product : Ibuelin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxnny JOuuop®, TabneTkn qucneprupyembie [nis aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300532

Batch Quantity / O6bem naprtun : 547.500kg

890001654448

Analytical Report No / AHanuTu4yeckuii order Ne :

Date of Analysis / [lata anaymm3a: 05.04.2023

Date of Manufacture / Jlata npousBoacrsa : Mar-2023

Date of Expiry / Cpok rognoctu : Feb-2028

Analysis performed according ND / Ananu3 npoeegen mo HJI: [1N011252/02-041021

f Related substances /

‘Poncn;ennme IIpHMeECH

Method 1 / Meton 1 —
Determination of 4-Amino
Phenol content / Onpenenexue
conepXaHus coJiepKaHus
4-amuHo(eHoNa

Method 2 / Meron 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenesnenye
HenJeH THOUIIHPOBAHHBIX
npuMeceit ubynpodena u
inapaueramoa

0.00001%

BDL (Disregard Limit 0.05%)

0.00001%

4-aminophenol (paracetamol impurity) / |
4-amuHodeHoN (TiprMech NnapaneTaMmoia)
- not more than 0.005% / He Gonee 0,005
%

Any individual unidentified impurity of
(ibuprofen or paracetamol) / Ennnnunas
HeuJeHTHGUIHPOBaHHAs IpUMECh
ubynpodeHa uam napaneramona -

not more than 0.2% / ne 6onee 0,2%

Total impurities (Method 1+Method 2)
Cymma npumeceit (Meron 1 + Mertop 2) -
not more than 0.7% / ue 6onee 0.7 %

Remarks : The Product conforms to ND/

IIpumeuanne: IIponykT coorsercTBYeT TpeboBanusm HJI

Opinion : APPROVED
Zakawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToxrorosneHo: ITpoBepeHo: Rarnakanir Onobperno: Menemxep / i
Ankit il @‘% Pykosomutens Kusum Lata%,/‘
Reprint Date: Reprint Date: Reprint Date:

Hara: 05.04.2023 Jlara: 05.04.2023 Jlata: 05.04.2023

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page4 of 5/ Cr1p. 4n3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6yxaun FOunop®, Tabjaerkn gucneprupyemsbie [as aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300532

Batch Quantity / O6bem naptuu : 547.500kg

Analytical Report No / AnanuTtnyeckuii oryeT Ne :

8900016544438

Date of Analysis / JlaTa anaausa: 05.04.2023

Date of Manufacture / /lara npoussoacrsa : Mar-2023

Date of Expiry / Cpok roguoctu : Feb-2028

Analysis performed according ND / Ananaun3s nposeaen mo HJ/I: ITN011252/02-041021

B Microbial limits /
Muxpobuooruyeckasi
YHCTOTA

la) Total aerobic microbial
count / ObLuee 4uc0
29pOOHBIX MUKPOOPraHU3MOB

b) Total combined yeasts and
mould count / O6uiee yucno
NPONOKEBBIX M [IECHEBBIX

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

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

rpubos
Absent
c) E. coli
9 Uniformity of dosage units / N
OnHopoaHOCTDL A03MPOBAHHS 1.4
- Ibuprofen / nbynpoden
1.4

- Paracetamol / mapaueramon

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

Not more than 100 CFU/g /

He 6onee 100 KOE/r
|

Shall be absent in 1g / OtcyTcTBUEe B 1 T

Acceptance value (AV) should be nof
more than 15,0 / [Ilokasarensy
npuemiieMoctd (AV) 1OJKEH OBITH He
bonee 15,0
Acceptance value (AV) should be not
more than 15.0 / Ilokasarens
npuemiieMocTd (AV) moikeH ObITh He
ponee 15,0 !

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusam HJT

Opinion : APPROVED
3akmroyenne: OJIOBPEHO

Prepared by / P Checked by / Approved by: Manager/Executive /
[ToaroTosneHo: )\ ITposepeno: Ramakant Onodpeno: Menemxep / N\
Ankit [ L~ %}j; Pykosouress Kusum Lata 5~
Reprint Date: Reprint Date: Reprint Date:

Hara: 05.04.2023 Hara: 05.04.2023 Hara: 05.04.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

PageSof 5/Ctp. 5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noykans FOunop®, TabneTku qucneprupyemsie [aas aerei], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300532

Batch Quantity / O6bem naprum : 547.500kg

890001654448

Analytical Report No / AHasuTu4eckuii order Ne :

Date of Analysis / JlaTa anann3a: 05.04.2023

Date of Manufacture / JlaTta npoussoactsa : Mar-2023

Date of Expiry / Cpok roagnocru : Feb-2028

Analysis performed according ND / Anaau3 nposenen no HJI: TI N011252/02-041021

10 Assay / KosinuecTBeHHOE
ompeaeieHue

11 Package / YnakoBka

90.0 mg to 110.0 mg of C13H302
(ibuprofen) per tablet /

O1 90,0 Mr 1o 110,0 mr C;3Hi302
(ubynpoden) B Tabrerke

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

Ot 112,5 mr go 137,5 mr CsHoNO,
(napaueramon) B TabneTke

10 tablets in PVC/Al blister. 210 tablets in PVC/AI blister. 1, 2 or 20
blisters and patient informationblisters and patient information leaflet in a
leaflel in a carton pack. / Ilo 10carton pack. / Ilo 10 TabneTok B Gauctep
radnerok B Omucrep u3 IIBX/Aljuz IIBX/Al Ilo 1, 2 unu 20 dnancrepos
Mo 2 Ouucrepa BMecTe CBMECTE C MHCTPYKUMEH MO NPUMEHEHHUIO B
MHCTPYKIMEH M0 NpUMEHEHHWIO BHauKy KapTOHHYIO.

NavuKy KapTOHHYI. B‘

99.8mg /99.8 mr

124.6 mg / 124.6 mr

12 ILabeling / MapkupoBka

IAccording to'ND. / B cootBercTauu ¢ HJI.

13 Storage conditions /
XpaHenue

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

B opurnHaipHOM ynakoBke (6ucTep B Mavke) Mpy TEMIIEPATYPE HE BBILIE
25 °C.

14 Shelf life / Cpok roanoctu

S years / 5 net

Remarks : The Product conforms to ND/
IIpumeuanne: [Tponykt cooTBeTCTBYET TpeboBaHusaM H]J

Opinion : APPROVED
3axkmouenne: OJIOBPEHO

Prepared by / s Checked by / Approved by: Manager/Executive /
[ToaroTosneHo: A [Tposepeno: Ramakant Onobpeno: Meneaxep/ |\ - |-
Ankit 5 ﬁ Pykosoxutens Kusum Lata L,\lé" =
Reprint Date: Reprint Date: Reprint Date:

Hara: 05.04.2023 Jara: 05.04.2023 JlaTa: 05.04.2023
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