Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

Page 1 of 5/Ctp. 1135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Moyxnnn FOuuop®, Tabnerky aucneprupyemsple [nis aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200502

Batch Quantity / O6bem napruu : 547.500kg

890001580918

Analytical Report No / AnaauTnyeckuii order Ne :

Date of Analysis / [IaTa anasnu3a: 28.03.2022

Date of Manufacture / Jlata npon3Bojcrsa : Feb-2022

Date of Expiry / Cpok roanocts : Jan-2027

Analysis performed according ND / Ananus nposeaen no HJI: T1 NO1 1252/02-041021

0 Test / Iloxka3aTeynb

Results / PesyabTaThbi

Specification / Hopma

1 Description / Onucanne

one side and characteristic odor. /
Kpyrisie
radneTKn PO30BOTO LBETA
0JTHOI

i XapakTepHBLIM 3aI1aX0M.

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line onwith impregnations and a score-line on‘

npockounanaapuyeckugKpyrible
crabneTkn
BKpanIeHHsIMH, ¢ Gackoi M pUCKON HABKPATUIEHHAMH, C dackoll u puckol Ha
CTOPOHE,0/IHOI

one side and characteristic odor. / ‘
MJIOCKOLMTHHAPHYECKHE
PO30BOTO L[BETA c

CTOPOHE,
C XapaKkTepHbIM 3aMaxoM.

2 Identification /
TMopTHHHOCTH

Complies as prescribed/
CooTBeTCTBYET

The retention times of the main peaks
n the chromatogram of the test
Eolution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol  reference  standards
solution (section Assay). / Bpemena
L'nepmlsamm OCHOBHBIX THKOB Ha
XpOMAaTorpaMme HCABITYEMOro
pacTBopa AOMKHbI COOTBETCTBOBATH,
BpeMeHaM YACPKHBAHHA THKOB Ha

XpoMaTorpaMmme pactsopa
cTaHJapTHeIX o0pa3uos udynpopena
H napatleramona (pasaen

«KonuuecTeerHOE ONpelesieHiey).

Remarks : The Product conforms to ND/
Ipumeyanue: IIpoaykr cooteTcTBYeT Tpebosanuam HJL

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMonroToBieHo: IIpoBepeHo: OnobpeHo: Menemxep /
Ankit @ Pardeep Kumar : Z Pyxosoaurens
i - Pawan Kumar
Reprint Date: Reprint Date: Reprint Date: '
Hara: 28.03.2022 Iara: 28.03.2022 Hara:28.03.2022

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxnnd FOuuop®, Tabsaerkn gucneprapyembie [ans gereii], 100 mr + 125 mr

Batch No / Cepusa Ne : V2200502

Batch Quantity / O6bem naptnu : 547.500kg

890001580918

Analytical Report No / AHasuTH4Yeckuii oTdeT Ne :

Date of Analysis / laTa anam3a: 28.03.2022

Date of Manufacture / Jlata nponszsoactsa : Feb-2022

Date of Expiry / Cpok rognocTH : Jan-2027

Analysis performed according ND / Ananu3 npoeenen no HJI: T N011252/02-041021

357.7 mg to 372.3 mg (365.0 mg +

(Q) CiHisO;

(Q) CsHoNO;

formed /

3 Average weight of tablets / 363.0 mg/ 363.0mMr
CpenHssi Macea TabJeTOK | 2.0 %). /Ot 357,7 mr no 372,3 mr
Complies/cooTBeTCTBYET (365,0 Mr = 2,0 %)
[
| |
4 Disintegration / 00 min:31 Seconds/00 Mun 31Sec  [Not more than 3 min /
Pacnagaemoct | He Gonee 3 muH
Ne Test / IlokazaTens Results / PesyabTaThl Specification / Hopma
5 Dissolution / 98% to 99% Not less than 70% (Q) of Cj;3H 0
PacTBOpeHue (ibuprofen) after 30 min /
He wmenee 70 %
(116ynpoden) uepes 30 mun
, 97% to 98% Not less than 70% (Q) of CyHoNO:
' | (paracetamol) after 30 min /
He wmeHee 70 %
i (napaueramon) yepes 30 MuH
6 Dispersibility / Complies / CooTBeTcTBYET Uniform suspension passing through
THCIIepCHOCTh the 710 pm sieve is
OOpasyeTcs OJHOPOJHAs CYCNEH3HH,
MPOXO/ALAs Yepe3 CHTO ¢ pazMepoM
orBepeTiii 710 MM

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorBercrByet TpeboBanusM HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TToaroTroBneHo: ITpoBepeHo: 2 Onobpeno: Menekep /
Ankit @ Pardeep Kumar <3L— PyxoBoaureinn J
- Pawan Kumar )id_)“’#
Reprint Date: Reprint Datc: Reprint Datc:
Hara: 28.03.2022 Hara: 28.03.2022 Nara:28.03.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6yraun FOnnop®, TabneTku gucneprupyemble [ans gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200502

Batch Quantity / O6bem naptuu : 547.500kg

890001580918

Analytical Report No / AHaauTH4ecKknii oTueT Ne :

Date of Analysis / Jlata ananu3za: 28.03.2022

Date of Manufacture / JJata npon3BojcTea : Feb-2022

Date of Expiry / Cpok rognocts : Jan-2027

Analysis performed according ND / Anaaus nposesen no HJI: TINO011252/02-041021

7 [Related substances /
PoacTBeHHbIE IPHMECH

Method 1/ Meton 1 —
Determination of 4-Amino
[Phenol content / Onpenenenne
cozepkaHus CoAepXKaHus
:4-aMHHO(1)eHOJ‘Ia

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenexue
HenJeHTH)HUMPOBaHHBIX
npumeceii ubynpodeHa 1
maparieramona

0.0001%

0.06%

0.06%

4-aminophenol (paracetamol impurity)

4-aMHHOQEHON (HpI/IMerl
mapaueramona) - not more than

0.005% / "e 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol)
EnuvanyHas HeWAeHTUQUIMpPOBAHHAS
MpHMECh nbynpodena Wiy
mapaueTaMmona -

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

Total impurities (Method 1+Method 2)

Cymma npumeceii (Meron 1 +Meroz
2) - not more than 0.7% / He Gonee 0.7
%o

Ne  [Test/ IToxasaTeb

Results / Pe3yabTaThbl

Specification / Hopma

I . s . .

8 Microbial limits /
Mukpobuonornyeckas
YHCTOTA

|

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

[ess than 100 CFU/g/
Menee 100 KOE/r

Not more than 1000 CFU/g/
He Gonee 1000 KOE/r

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

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoaykT cootBeTcTBYET Tpebosannsm H/I

Opinion : APPROVED
Zakmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: IIposepeno: z Onobpeno: Merenxep /
Ankit / A Pardeep Kumar 4)—’," PykoBonnTens A/
e Pawan Kumar
Reprint Date: Reprint Date: Reprint Date: !
Jara: 28.03.2022 Hara: 28.03.2022 JaTa:28.03.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Moykann FOrrop®, TaGaeTKH Aucneprupyemsle s aereii], 100 mr + 125 Mr

Batch No / Cepusn Ne : V2200502

Batch Quantity / O6beM mapruu : 547.500kg

890001580918

Analytical Report No / Ananuruieckuii orger Ne :

Date of Analysis / JaTa anaauza: 28.03.2022

Date of Manufacture / Jlata npon3Boacrsa : Feb-2022

Date of Expiry / Cpok roanoctu : Jan-2027

Analysis performed according ND / Ananns nposesien no HJI: [T NO1 1252/02-041021

a) Total aerobic microbial
count / Ob11ee YUCno

- Paracetamol / mapaneramou

a3pOOHBIX MUKPOOPraHM3MOB Absent Shall be absent in 1g / OtcyTcTBHE B 1|
r
b) Total combined yeasts and
mould count / Obuiee uucio
MPOMOKEBBIX U MIIECHEBBIX
rprboB
_ ¢) E. coli N
0 [Uniformity of dosage units / Acceptance value (AV) should be nof
OQHOPOAHOCTH A03MPOBAHUS 0.9 more than 15.0 / [lokasarens
!npucmn emoctH (AV) nomKeH ObITh He
- Ibuprofen / nbynpodex oosee 15,0
Acceptance value (AV) should be not
more than 15.0 / [lokaszarens
1.0 nprnemaemoctn (AV) nomkeH ObITb He

oomnee 15,0

Ne  [Test / IlokasarTeib

Results / Pe3yJbTaThl

Specification / Hopma

10 IAssay / KonnuecTBeHHOE
onpejeleHme

99.0 mg /99.0 mr

122.3mg / 122.3Mr

90.0 mg to 110.0 mg of Ci3Hi50:
(ibuprofen) per tablet /

Ot 90,0 MI 0O 110,0 mr C13HizO2
(ndynpoden) B TabneTke

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

Ot 112,5 mr mo 137,5 mr CsHoNO;

(napaueramor) B TabneTke

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTBYeT Tpeboanusim HJl

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: ,, [IpoBepeHo: —\I/_, Ono6peno: Menenxep /
Ankit & Pardeep Kumar *- = PyxoBoaurens
Pawan Kumar — |——
Reprint Dato: Reprint Date: Reprint Nate:
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yknun IOauop®, TabaeTkH qucneprupyemble [nas aerveii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200502

Batch Quantity / O6bem naptuu : 547.500kg

890001580918

Analytical Report No / AnanuTu4deckuii oTuer Ne :

Date of Analysis / JlaTa ananmu3a: 28.03.2022

Date of Manufacture / JIaTa npon3Bojcrsa : Feb-2022

Date of Expiry / Cpok ropsocts : Jan-2027

Analysis performed according ND / Ananu3 npoeenen mo HJI: I1N011252/02-041021

11 Package / YnakoBka

carton pack. / Tlo 10 Ttabnerok

[IPHUMEHEHUIO B NMadKy KapToOHHYHO.

10 tablets in PVC/AI blister. 2 blisters|1 0 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in 2

Gnuctep u3 [IBX/AL Tlo 2 Gmucrepapnuctep u3 [IBX/AL Ilo 1, 2 vnu 20
BMECTE € MHCTPYKUHMEH  MOoOJMCTEPOB BMECTE C MHCTPYKUMEH 110
_MPHMEHEHHIO B NAYKy KapTOHHYIO.

| listers and patient information leaflet
in a carton pack. / [To 10 Tabnerok B

12 Labelir_lg / MapkupoBKa

‘According to ND. / B cootsetctBuu ¢ HII.

13 Storage conditions /
N paHneHue

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

25 °C.

B opurvHaibHO# yriakoske (61McTep B NauKe) NPy TEMIEPAType HE BhILLE

14 Shelf life / Cpox rognoctu

5 years / 5 ner

Remarks : The Product conforms to ND/
Ipumeyanue: [Iponykt coorBercTByeT TpeboBanusm HJ

Opinion : APPROVED
3akmogenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroenexo: IIpoBepeHo: P Ono6peno: Menemxkep /
Ankit @ Pardeep Kumar P [— PykoBonutensb 7,

’ Pawan Kumar )\7 —
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