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Page1of 5/ Ctp. 1135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Moykann I0rnop®, Tabnerky ancnepriupyemele [aas aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200336 Batch Quantity / O6bem maprun : 547.500kg
Analytical Report No / AnagnTH4eckuii oryer Ne : Date of Analysis / JJaTa anamu3za: 28.02.2022
890001577196

Date of Manufacture / Jlata nponssoactsa : Jan-2022 |Date of Expiry / Cpok roanocts : Dec-2026

Analysis performed according ND / Anasu3 nposesen no HJL: ITN011252/02-041021

Ne  Test/ IoxasaTeas Results / Pe3yabTaThl

Specification / Hopma

1 Description / Onucanue 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. /

tabieTkd  pO3OBOrO  LBETA

C XapaKTepPHBIM 3allaxoM.

Kpyrnele  nnockouununapuyeckneKpyrnpie  IIIOCKOLHNTMHAPHYECKHE

BKparIeHHaMH, ¢ GacKoi M PUCKOl HaBKpATIEHHsIMH, ¢ Gackoii 1 pUCKO# Ha
OAHOH CTGpoHe,'OJlnoﬁ CTOpOHE,|

one side and characteristic odor. /

crabnerku PO30BOTO LIBCTa C

C XapaKTepHbiM 3aI1aX0M.,

2 Identification / Complies as prescribed/
IMopnunHOCTE CooTBeTcTBYET

The retention times of the main peaks
on the chromatogram of the test
solution should correspond to the
refention times of the peaks on the
chromatogram of ibuprofen and
paracetamol  reference  standards
solution (section Assay). / Bpemena
yIepXK1BaHUsA OCHOBHBIX MHKOB Ha
XpomarorpamMme HCIBITYEMOT0
pacTsopa JOJKHBI COOTBETCTBOBATH
BpeMEHaM YIEPXKHBAHUS IMMKOB Ha

XpomaTorpamme pacTsopa
cTaHaapTHeIX 00pasuoB uOynmpodena
i napareramosia (paszen

«KonmuecTBeHHOE ONPE/IENIEHNE»).

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IpoaykT cooreTcTByeT TpeGoBaHusm H/I 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: , ITpoBepeHo: OnobpeHo: Menemxep;
Pardeep Kumar Qi Himesh Klggb}/—f—\:‘ Pykosonutens / R {

& Abhishek Chavhan S\~
Reprint Date: Reprint Date: Reprint Date:
Jlata: 28.02.2022 Jara: 28.02.2022 JHarta: 28.02.2022

Registered Office: 3-2-337, 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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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxaun FOunop®, TabJeTky AHCIeprupyemMble [1ist aerei], 100 mr + 125 mr

Batch No / Cepust Ne : V2200336

Batch Quantity / O6bem naptud : 547.500kg

890001577196

Analytical Report No / AnanntHyeckuii oruer Ne

Date of Analysis / laTa aHaiu3a: 28.02.2022

Date of Manufacture / lata npon3BoacTsa : Jan-2022

Date of Expiry / Cpok rogHoctn : Dec-2026

Analysis performed according ND / Anann3 nposeaen mo HJI[: [T N011252/02-041021

3 l[Average weight of tablets /
leezumﬂ Macca TabaeTok

365.2 mg/ 365.2mr

Complies/cOOTBETCTBYET

357.7 mgto 372.3 mg (365.0 mg +
.0 %). / Ot 357,7 mr mo 372,3 Mmr
(365,0 Mr = 2,0 %)

4 Disintegration / 00 min:32 Seconds/00 mun 32Sec [Not more than 3 min /
PacnanaemMocThb He 6onee 3 MuH -
No Test / Iloka3aTe/ib Results / Pe3yisTaThbl Specification / Hopma
S Dissolution / 98 to 103 Not less than 70% (Q) of Ci:H 504
PacTBopenue (ibuprofen) after 30 min /
He ™enee 70 % (Q) CiHizOs
(ubynpoden) uepes 30 Mun
99 to 102 Not less than 70% (Q) of CsHsNO:

(paracetamol) after 30 min /
He wMenee 70 % (Q) CsHoNO:
(napaueramon) uepes 30 MHH

6 Dispersibility /
{TucnepcHOCTH

Complies / CooTBETCTBYET

Uniform suspension passing through
the 710 um sieve is formed

Obpazyercs ONHOpOJHAs CYCIEH3M,
MPOXOJISILIIAs YEPE3 CUTO C pasMepoM

oTtBepeTiii 710 MkM

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpogyxt cootBeTcTBYeT Tpebosanmam HJI

Opinion : APPROVED
Zakmoyenne: OJJOBPEHO

Hara: 28.02.2022

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

IMoarorosneHo: ' IIposepeno: . Onobpeno: Menenxep //j

Pardeep Kumar Ql—j— Himesh KHW i PykoBomuTens / =
Abhishek Chauhan ]

Reprint Date: Reprint Date: Reprint Date:

JHara: 28.02.2022

JaTa: 28.02.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6ykaun IOunop®, TabieTku Jucneprupyemble [ns nereid], 100 mr + 125 mr

Batch No / Cepusi Ne : V2200336

Batch Quantity / O6bem maprus : 547.500kg

890001577196

Analytical Report No / AnagnTHueckHii order Ne :

Date of Analysis / /IaTa ananu3a: 28.02.2022

Date of Manufacture / Jlata npon3BoacTsa : Jan-2022

Date of Expiry / Cpok rognocts : Dec-2026

Analysis performed according ND / Anaqu3 nposeaen no HJI: I1 N011252/02-041021

7 Related substances /
1 [PoncTBeHHBIE IPHMECH

Method 1 / Metog 1 —
Determination of 4-Amino
Phenol content / Onpexnenexue
COMepKaHus COePKaHUA
4-amrrHO(EeHONa

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenenue
HeUIeHTHPUIMPOBAHHBIX
npumeceii HOynpodeHa 1
Mapaleramorna

0.0001%

Below BDL (BDL= 0.05%) / Hixe
MOpora perucTpauyn
(TTP = 0.05%)

0.0001%

4-aminophenol (paracetamol impurity)

4-amuHOGEHON (npumech
napaleramona) - not more than
0.005% / e 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol)
[Envauynas HeuneHTHGHUMPOBaHHAsS
[mpumecs ubynpodeHa HIIH
[mapaneramona -

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

Total impurities (Method 1+Method 2)

Cymma npumeceit (Meton 1 + MeTtog|
2) - not more than 0.7% / ne 6onee 0.7
%

Test / TlokasaTesnb

Results / Pe3yIbTaThI

Specification / Hopma

3 Microbial limits /
IMHKpOOHOIOrHYeCKast
HUCTOTA

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

Less than 100 CFU/g /

fMeﬂee 100 KOE/r

iNot more than 1000 CFU/g/
He 60mee 1000 KOE/r

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

Remarks : The Product conforms to

ND/

IIpumeuanue: [Tpoxykt cooTBeTcTBYET Tpebosannsam HIT

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: e [IpoepeHo: Opobpeno: Menemxkep //
Pardeep Kumar c;if Himesh KW PyKoBOAMTEND [
- : Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date:
Hara: 28.02.2022 Jlara: 28.02.2022 Bara: 28.02.2022
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Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT 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
www.drreddys.com

Page 4 of S/ CTp. 413 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyscnan JOuuop®, taGieTky gncneprupyembie [1is aeveii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200336

Batch Quantity / O6bem napruu : 547.500kg

890001577196

Analytical Report No / AHanuTHYecKHi oTyeT Ne :

Date of Analysis / laTa aHasnm3a: 28.02.2022

Date of Manufacture / Jlata nponsgoacrsa : Jan-2022

Date of Expiry / Cpok roaunocth : Dec-2026

Analysis performed according ND / Anasms nposesen no HJI: I[INO1 1252/02-041021

a) Total aerobic microbial
count / Obiiee yucno

- Paracetamol / mapaneramon

23pOGHBIX MUKPOOPTaHM3MOB Absent Shall be absent in 1g / OTcyTCTBHE B 1
r
b) Total combined yeasts and
mould count / Obiee 9ucno
IMPOJMOKEBBIX M TIECHEBBIX
rpuboB
|
c) E. coli
9 [Uniformity of dosage units / Acceptance value (AV) should be not
OAHOPOAHOCTL JO3UPOBAHHSA 2.0 more than 15.0 / [loxasarens
npHemieMoctd (AV) 10DKeH ObITh He
- Ibuprofen / ubynpoden oonee 15,0
IAcceptance value (AV) should be not
more than 15.0 / [Tlokazarens
2.0 npuemiaemocti (AV) 1omkeH ObITh HE

oonee 15,0

Ne  [Test/ IlokasaTesb

Results / PesyabTaThbi

Specification / Hopma

10 Assay / KosimdecTBeHHOe
onpeeeHHe

99.7mg /99.7 mr

124.5mg / 124.5Mr

00.0 mg to 110.0 mg of C;3Hi1302
(ibuprofen) per tablet /

OT 90,0 Mr 1o 110,0 Mr C;3His02
(ubynpodeH) B TabneTke

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

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

Remarks : The Product conforms to ND/
TIpumeuanue: [JpoaykT cooTBeTCTBYET Tpedosanusm H/L

Opinion : APPROVED
Zaknatouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHo: [ IIposepeHo: = Opnodpeno: Menemkep /
Pardeep Kumar C:;\L__— B Himesh KW - PykoBoauresib f _z \

) Abhishek Chauhan '
Reprint Date: Reprint Date: Reprint Date:
Hata: 28.02.2022 Jata: 28.02.2022 Jara: 28.02.2022
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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A
Page 50of 5/Ctp.5u3 5
Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6yxann FOunop®, TabneTkn qucneprupyemble [nuist aereii], 100 mr + 125 Mr
Batch No / Cepusi Ne : V2200336 Batch Quantity / O6bem naptuu : 547.500kg
Analytical Report No / AHasuTnyeckuii oryer Ne : Date of Analysis / /laTa anajun3a: 28.02.2022

890001577196
Date of Manufacture / Jlara npou3soactsa : Jan-2022 |Date of Expiry / Cpok rogaocts : Dec-2026
Analysis performed according ND / Ananu3 nposenen mo HJI: T1 N011252/02-041021

and patient information leaflet in ablisters and patient information leaflet
carton pack. / Ilo 10 Tabnerok B[in a carton pack. / Ilo 10 tabnetok B8
omicrep u3 [IBX/AL Ilo 2 Gm-icmpa]t')fmm‘ep n3 [IBX/AL ITo 1, 2 wmn 20
BMECTE €  HHCTpyKuHuel NOOIHCTEPOB BMECTE € HHCTPYKIMEif 1o
MPUMEHEHHIO B Ta4Ky KAPTOHHYIK).  MPHMEHEHHIO B Na4YKy KapTOHHYO. |

12 |[Labeling/ MapkupoBka  |According to ND. / B cootsetctauu ¢ HJI,

11 Package / YnakoBka 10 tablets in PVC/ALl blister. 2 blisterj'la{) tablets in PVC/Al blister. 1, 2 or 20

13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.
XpaHeHue
B opuriHansHoi ynakoske (6ucTep B Mavke) IPU TeMIEpaType HE BbILLE
25 °C.

14 Shelf life / Cpox roanocTu |5 years / 5 ner

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: IIpoaykT cooTBeTcTBYeT TpeboBanusM H]I 3akawuenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBnexo: IIpoBepeHo: Onobpeno: Menemkep /
Pardeep Kumar o Himesh KuW PyKOBOIHTEND /

: Abhishek Chavhan [
Reprint Date: Reprint Date: Reprint Date:
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