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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HU6yxnauH IOsnop®, Tabdaerkn aucneprupyemele [ans aereii], 100 mr + 125 mr

Batch No / Cepus No : V2200644

Batch Quantity / O6bem maptuu : 547.500kg

890001584237

Analytical Report No / AHaquTH4ecknii orger No :

Date of Analysis / laTa ananu3za: 11.04.2022

Date of Manufacture / lata npon3soiacTsa : Mar-2022

Date of Expiry / Cpok roguoctH : Feb-2027

Analysis performed according ND / Anam3s nposener mo HJI: 11 N011252/02-041021

Ne Test / IlokazaTenb Results / Pe3yabTaThl |Spec1ficat10n/ Hopma
1 Description / Onucanue Pink flat-faced beveled-edge tabletfﬂ’mk flat-faced beveled-edge tablets
jwith impregnations and a score-line 0n1\~ ith impregnations and a score-line on
ione side and characteristic odor. / one side and characteristic odor. /
Kpyrnbie m1ocmLumlump;-mecmrc]\pyrnble TUIOCKOIIATHHAPUYECKHE,
J rabJeTku  pO30BOro  IBeTa c"raom,Tm po3oBOro  LBeTa ¢
BKparuieHUsIMH, ¢ $packoii U puckoi H:LBI\p.:lﬂ.TILHHHMII ¢ hackoli ¥ puckoi Ha
0/IHOM CTOpPOHE,0/1HOI CTOpOHE,
| I C XapaKTepHbIM 3a[1aXOM. C XapaKTePHbIM 3aIaXOM.
2 Identification / Complies as prescribed/ The retention times of the main peaks
Mo MHHOCTH CooTBETCTBYET 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). / Bpemena
VIEP)KUBAHUS OCHOBHBIX [HMKOB Ha
Xpomarorpamme UCTIBITYEMOTO
pacTBOpa AOJKHBI COOTBETCTBOBAThH
BpEMEHAaM Y/IepXKMBaHUs IHKOB Ha
XpoMarorpamme pactBopa
CTaHJAPTHBIX 00pa3LoB H6ynpo¢)eﬂa]
1 napaueramora (pazpen
«IonuyecTBeHHOE ONPEACTICHUEY), '
Remarks : The Product conforms to ND/ Opinion : APPROVED

ITpumeuanue: [IpoaykT cooTBercTBYeT Tpeboranusm HJI

Zaxmouenue: OJJOBPEHO

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

IToarorosnexo: ; IIpoBepeno: ) OnobpeHo: MeHe ke

Pardeep Kumar . I — Himesh Kum@:_i_ e _,’T PyKOB_OJlI/ITeHB ;Z‘Lué
Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Jara: 11.04.2022 Harar 11.04.2022 Ju1u:11.04.2022

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoykaun FOnnop®, TabjieTkH qucneprupyemMsle [ais geteii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2200644

Batch Quantity / O6nem naprun : 547.500kg

890001584237

Analytical Report No / AHanuTu4eckuif oryer Ne :

Date of Analysis / JlaTa ananu3sa: 11.04.2022

Date of Manufacture / lata npoussoncTsa : Mar-2022

Date of Expiry / Cpok rogsoctu : Feb-2027

Analysis performed according ND / Ananns nposegen mo HJ: IT N011252/02-041021

3 Average weight of tablets /
Cpennsisa Macca Tabj1eToK

366.3 mg/ 366.3 mr

Complies/cOOTBETCTBYET

357.7 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:33 Seconds/00 muH 33 Sec [Not more than 3 min /
PacnagaemocTb He 6omee 3 mun -
No Test / IlokazaTenn Results / Pe3yabTaThl Specification / Hopma
5 Dissolution / 98% to 101% Not less than 70% (Q) of C;3H50;
PacTBopenne (ibuprofen) after 30 min /
He Menee 70 % (Q) Ci3His0;
(16ynpoden) yepes 30 MuH
98% to 101% Not less than 70% (Q) of CsHgNO,
(paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNO,
: | S (napaueramon) yepes 30 Mun
6 Dispersibility / Complies / CooTBeTCTBYET Uniform suspension passing through
/lrcnepcHOCTD the 710 pum sieve is formed

Obpazyerca 0AHOPOAHAS CYCHEH3MHS,
MPOXOMSLLAs Yepe3 CUTO ¢ pazMepoM
oTBepcTiii 710 MKM

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoayxT cooTBeTCTBYET TpeboBaHusam H/J

Opinion : APPROVED
3axmouenune: OJJOBPEHO

Prepared by /
[Toarorosnexo:
Pardeep Kumar

L

Checked by /
IIpoBepeHo:
Himesh Kumaz— 3

Approved by: Manager/Executive /

Onobpeno: Menemxkep /
PyxoBogutens |

Manoj Kumar

Reprint Date:
Hara: 11.04.2022

Reprint Date:
JaTa: 11.04.2022

Reprint Date:
JHata:11.04.2022

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: L85195AP1984PLC0O04507
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNo6yxkmnn FOunop®, TadjeTku gucneprupyvemble [ns gaereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2200644

Batch Quantity / O6bem mapruu : 547.500kg

890001584237

Analytical Report No / AHanuTuyecknii oruer No :

Date of Analysis / JlaTa ananu3za: 11.04.2022

Date of Manufacture / [lara npousBoacrsa : Mar-2022

Date of Expiry / Cpok rogaoctu : Feb-2027

Analysis performed according ND / Anagu3 nposegen o HJI: T1 N011252/02-041021

7 Related substances /
PoacTBeHHbIEe NpUMeCH

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / OnpeneneHue
ColIepKaHUsl COACPHKAHMS
4-amuHodeHoa

Method 2 / Meton 2 —
[Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenexue
HeUAeHTHPUIMPOBAHHBIX
npumeceii ubynpodena u
fapaleramona

0.001%

BDL (Disregard limit 0.05%)

0.001%

Ne Test / IlokasaTenn

8 Microbial limits /
Mukpobnooruieckas
YHCTOTA

_&sglts  / PesyanaTu—_

“S_pecification / Hopma

4-aminophenol (paracetamol impurity)

#-amuHOpeHON (npumech
napaieraMona) - not more than
0.005% / ue 6onee 0,005 %

|
Any individual unidentified impurity
of (ibuprofen or paracetamol) /
EnunuyHas HeuAeHTUHLUMPOBaHHAS
IPUMECH ubynpodena HITH
maparieTaMmorna -

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

Total impurities (Method 1+Method 2)
¥ Cymma npumeceii (Meton 1 + Meton
2) - not more than 0.7% / He 6onee 0.7
o |

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

Less than 100 CFU/g /
Menee 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/
Ilpumeuanne: [IpogykT cooTBeTcTBYET TpeboBanusM HJL

Opinion : APPROVED
Saxmouenue: OJJOBPEHO

Jara: 11.04.2022

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

Iloarorosnexo: IIpoeepeno: Onobpeno: Menenzep /

Pardeep Kumar Qf—7 Himesh Kum?r‘__‘_gl_'_,_,- —— | Pykosoautenb hyefotesl
""" Manoj Kumar s

Reprint Date: Reprint Date: Reprint Date:

Jara: 11.04.2022

Jlara:11.04.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxnuu IOunop®, tabieTku aucneprupyembie [pas gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200644

Batch Quantity / O6bem naptuu : 547.500kg

Analytical Report No / Asanutuyeckuii oraer Ne :
890001584237

Date of Analysis / laTa ananu3za: 11.04.2022

Date of Manufacture / lata npou3BoacTsa : Mar-2022

Date of Expiry / Cpok rogHoct : Feb-2027

Analysis performed according ND / Ananu3 nposesen nmo HJI: I1 N011252/02-041021

100.4 mg /100.4 mMr

124.8mg / 124.8mr

a) Total aerobic microbial
count / Ob11iee YUCIIO
A3pOOHBIX MUKPOOPraHU3MOB Absent Shall be absent in 1g / OtcyTrcTBUE B 1
r
b) Total combined yeasts and |
mould count / O61iee uucio |
TPOYXOKEBBIX H TUIECHEBBEX
rpuboB
©) E. coli
9 [Uniformity of dosage units / Acceptance value (AV) should be not
|{OnHOpOHOCTH JO3HPOBAHHS 24 more than 15.0 / Ilokazatens
npuemieMocTn (AV) f1onkes 6bITE He
- Ibuprofen / ubynpogen Oonee 15,0
|Acceptance value (AV) should be not
more than 15.0 / Iloka3sarens
2.4 npuemaemocTn (AV) nomkeH ObIThb He
- Paracetamol / mapaueTtamon oonee 15,0
Ne  [Test /IlokaszaTenan Results / PesybTaThl Specification / Hopma
10 |Assay / KosinuecTBeHHOE 90.0 mg to 110.0 mg of C3H 502
onpejeneHHe (ibuprofen) per tablet /

(@ 90,0 MTI" 10 110,0 Mmr C13H1802
|(H6ynpo¢>eH) B TabneTke
112.5 mg to 137.5 mg of CsHoNO>
(paracetamol) per tablet /

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

Remarks : The Product conforms to ND/

Ipumeqanne: [poaykr cooTBeTcTBYeT TpeboBanuam HJI

Opinion : APPROVED
3akmouenune: OJOBPEHO

Checked by /
[IpoBepeHo:

Prepared by /
IToarorosnexo:
Pardeep Kumar

-

Himesh Kumar—._ » .y
%

Approved by: Manager/Executive /

Onobpeno: Menemxep /
PyxoBomutens i’u_cf'_/
Manoj Kumar 'lm o

/i't

Reprint Date:
Jata: 11.04.2022

Reprint Date;
Hara: 11.04.2022

Reprint Date:
Hata:11.04.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykaun IOanop®, Tadnerku aucneprupyemole [aus gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200644

Batch Quantity / O6bem mapruu : 547.500kg

890001584237

Analytical Report No / AHasmmTHYecKHii oTaeT Ne :

Date of Analysis / JlaTa ananu3za: 11.04.2022

Date of Manufacture / lata mpousBoacTea : Mar-2022

Date of Expiry / Cpok rogaoctu : Feb-2027

Analysis performed according ND / Ananu3s nposegen no HJI: IT N011252/02-041021

1 Package / YnakoBka

10 tablets in PVC/ALl blister. 2 blisters|L0 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in ablisters and patient information leaflet
carton pack. / Ilo 10 TabneTok in a carton pack. / ITo 10 Tabnerok B
omictep u3 TIBX/AL Tlo 2 omicrepabnuctep u3 [IBX/AL Ilo 1, 2 uan 20
BMECTe C  HUHCTpyKUueH MOOSNCTEPOB BMECTE C HHCTPYKLHEH 110

[PUMEHCHHK B MA4YKY KapPpTOHHYIO. PHMEHEHHIO B NTAYKY KAPTOHHYTO.

12 Labeling / MapkupoBKka

|According to ND. / B cootBetctBuu ¢ HJI.

13 I:Storage conditions /
XpaHeHHe

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

B opurnHansroii ynakoske (611cTep B Nayke) NpH TEMTEpaType HE BbILIe
25 °C.

14 Shelf life / Cpox rogaocTn

5 years / 5 ner

Remarks : The Product conforms to ND/
IIpumeuanue: Ipoaykr coorBercTByeT TpebosanusM HJT

Opinion : APPROVED
3akiawuenne: OJOBPEHO

Jata: 11.04.2022

Jata: 11.04.2022

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

[ToarorosieHo: <>f’_, [posepeno: Onobpeno: Menemkep /

Pardeep Kumar — Himesh R‘UIW PyKOB.O,IlI/ITeJ'[b .hhzu LIQ
Manoj Kumar il

Reprint Dale. Reptiut Date. Reptint Date:
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