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Page 1 of 5/Crp. 1135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxaun I0unop®, TabeTkn qucneprupyemsle [ns aereii], 100 mr + 125 mr

Batch No / Cepns Ne : V2200348

Batch Quantity / O6bem nmapruu : 547.500kg

890001580396

Analytical Report No / AHamnTHY9ecKkHii oT4eT Ne :

Date of Analysis / JlaTa anasnu3za: 24.03.2022

Date of Manufacture / /lata npon3poacTsa : Feb-2022

Date of Expiry / Cpox rogroctu : Jan-2027

Analysis performed according ND / Agaaus nposeaen mo HJI: T1N011252/02-041021

IMpumeuanne: [TponyxT coorsercTByeT TpeboBanusaM HJT

Ne Test / Iloka3aTenan Results / Pe3yabTaThl Specification / Hopma

1 Description / Onncanne 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. / |
Kpyrnsie rmocrcoulun-umpnqccxnc]xp} riple  [UIOCKOLMIHHAPHYECKHE]
raGJeTKW  po30BOro  IBeTa  CTabjeTkW  pO30BOro  LBeTa ¢
BKpanieHusMHY, ¢ GacKoH 1 PUCKOH HABKPATICHIAMH, C PacKOM H PUCKOH Ha
oHOM CTOPOHE, 0IHOI CTOpOHe

C XapaKTepHbIM 3aMaXOM. c XapaKTEPHbIM 3aI1aXOM.
2 Identification / Complies as prescribed/ The retention times of the main peaks
[loxITHHHOCTH 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). / BpeMeHaJ
YACPXKMBAHHA OCHOBHBIX IHKOB HA
XpoMaTorpaMmmMe UCIIBITYEMOTO
pacTBopa JOJDKHEI COOTBeTCTBOBaTB
BpeMeHaM YAEPKUBAHUA IHKOB Ha|
XpoMarorpaMme pacTBopa
CTaHnapTHLIX 06pa3ioB H6ynpo¢>eHa.
‘ i mapareTramosa (paszen|
- «KonuuecTBeHHOE ONpeleeHue»). |

Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmwouenue: OJOBPEHO

Hata: 24.03.2022

Prepared by / \Lr Checked by / ) Approved by: Manager/Executive /
Honrmomwo:%ﬂlﬂ/ IlposepeHo: | Onobpeno: Menemxep /|
Ramakant Rajeev Gandhi Q_/ PyKOBOAHTENb )

Kusum Lata -
Reprint Date: Reprint Date: Reprint Date:

JlaTa: 24.03.2022

Hata: 24.03.2022

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
Hoykaun FOunop®, TabneTky aucneprupyemsie [1is aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200348

Batch Quantity / O6bem naprtuu : 547.500kg

890001580396

Analytical Report No / AHaauTH4yecknii oruer Ne :

Date of Analysis / [laTta anannsa: 24.03.2022

Date of Manufacture / {laTa npou3soactsa : Feb-2022

Date of Expiry / Cpok rognoctd : Jan-2027

Analysis performed according ND / Anaau3 nposenen mo HJI: TIN011252/02-041021

3 Average weight of tablets /
‘ Cpeaunsist macca TabneTox
|

366.6mg/ 366.6Mr

Complies/coOTBETCTBYET

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 %)

4 Disintegration / 00 min:30 Seconds/00 mun 30Sec [Not more than 3 min /
' PacnagaemMocThb He 6onee 3 MUH
Ne ;Test / TlokazaTenn | Results / PesyabTaThl Specification / Hopma
5 Dissolution / 99 to 101 Not less than 70% (Q) of CiHisO2
| LPaCTBopelele (ibuprofen) after 30 min /
He wmenee 70 % (Q) CiuHisOf
(1Gynpodgen) yepes 30 muu '
98 to 100 Not less than 70% (Q) of CsHoNO:

(paracetamol) after 30 min /
He menee 70 % (Q) CiHoNO:
(napaueramod) yepe3 30 MiH

6 Dispersibility /
/lucnepcHOCTD

Complies / CoOTBETCTBYET

Uniform suspension passing through
the 710 um sieve is formed
ObpasyeTcst ONHOPOAHAA CYCMEH3H,
npoxonsilas Yyepe3 CUTO ¢ PasMepoM
oteeperii 710 MkM

Remarks : The Product conforms to ND/
ITpumevanne: [TponykT cooTBeTcTBYeT Tpebosanmsm HJ

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / \95&\ Checked by / — Approved by: Manager/Executive /
IToarotosiieHo: %/ ITposepeno: \ Opobpeno: Meunemwxkep,/
Ramakant Rajeev Gandhi - PyxoBonuTens W

< Kusum Lata
Reprint Date: Reprint Date: Reprint Date:
Hara: 24.03.2022 Hara: 24.03.2022 Hara: 24.03.2022

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
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6yxiann I0uuop®, TabaeTku aucneprupyemsle [ms gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200348

Batch Quantity / O6bem napruu : 547.500kg

890001580396

Analytical Report No / AnanuTu4eckuii order Ne :

Date of Analysis / laTa ananu3a: 24.03.2022

Date of Manufacture / lara npon3soacrsa : Feb-2022

Date of Expiry / Cpox rogdoctu : Jan-2027

Analysis performed according ND / Ananu3z nposened mo HJI: [1N011252/02-041021

7 Related substances /
PoacTBeHHbIE NPpUMECH

Method 1/ Meton 1 —
Determination of 4-Amino

| Phenol content / Onpenenenne
COICpXKaHUs COAEPKAHHs
4-amMHHOGEHOTa

Method 2 / Meron 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / OnpenencHue
HeUAEHTH(PHUIHPOBAHHBIX
npumecei ubynpogena u
mapaieramora

0.0001%

0.08%

0.15%

H-aminophenol (paracetamol impurity)
/

A-amuHodeHon (mpumech
nmapanetamona) - not more than
p.OOS% / He 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol) /|
EnunnuHas HewaeHTU(GULUPOBaHHAs
MpUMECh ubynpodena HIIA
mapaieramora -

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

Total impurities (Method 1+Method 2)

Cymma npumeceit (Metoz 1 +Metog
2) - not more than 0.7% / He Gonee 0.7
%

No Test / IlokazaTenn

Results / Pe3yanTaThl

Specification / Ho_pma

8 Microbial limits /
' MuKpoGHOIOrHYecKast
4HCTOTA

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

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

Not more than 1000 CFU/g/
He 6omee 1000 KOE/r

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

Remarks : The Product conforms to ND/
ITpumeuanne: [TponykT cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akimwuyenne: OJOBPEHO

Ramakant

Prepared by / A Uj— Checked by /
IToArOTOBNEHO: !’ % ’ ' IIpoBepeHo: .
Rajeev Gandhi @‘

Approved by: Manager/Executive /
Onobpeno: Menemxep /

PykoBoautes W

Kusum Lata

Reprint Date:
Jlara: 24.03.2022

Reprint Date:
Jata: 24.03.2022

Reprint Date:
Hara: 24.03.2022

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



Dr.Reddy’s ‘3’-

CERTIFICATE OF ANALYSIS
CEPTUHOUKAT AHAJIU3A

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

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

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

Page4 of 5/Crp. 4135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HUo6yknun FOnuop®, Ta6aeTKu Jucneprupyemble [1s aeteii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200348

Batch Quantity / O6bem naprun : 547.500kg

890001580396

Analytical Report No / Ananutnyeckuii orger Ne :

Date of Analysis / JlaTa ananu3a: 24.03.2022

Date of Manufacture / Jlata nponssojcTsa : Feb-2022

Date of Expiry / Cpox rogHoctH : Jan-2027

Analysis performed according ND / Ananu3 nposeaes nmo HJI: [1N011252/02-041021

a) Total aerobic microbial
count / Ob11ee 4ucmio
23pOOHBIX MUKPOOPraHH3MOB

b) Total combined yeasts and
mould count / Obmmee yncio
POJOKEBBIX U TJIECHEBBIX
rpu6oB

_ c) E. coli |
9 Uniformity of dosage units /
OnHOPOAHOCTD JO3HPOBAHUS

- Ibuprofen / ubynpoden

- Paracetamol / napateramon

Absent

Shall be absent in 1g/ OtcyrcTBuUe B 1
r

2.2

2.2

Acceptance value (AV) should be nof
more than 15.0 / Ilokasatens
npremiaeMoctu (AV) aomkeH ObiTh He
oogee 15,0

Acceptance value (AV) should be not
more than 15.0 / [lokasarens)
npuemaeMocTn (AV) nospkeH ObITh He
oonee 15,0

Neo Test / IlokazaTeanb

Results / Pe3yabTathl

Specification / Hopma

10 Assay / KosimuecTBeHHOE
onpenejieHHe

101.2mg /101.3 Mr

126.5mg/ 126.5mr

(mapaueramon) B TabaeTke ,

90.0 mg to 110.0 mg of C3H 502
(ibuprofen) per tablet /

Ot 90.0 mr o 110,0 mr CizH 502
(n6ynpodper) b Tadnerke

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

Ot 112,5 mr go 137,5 mr CgHoNO»

Remarks : The Product conforms to ND/
Ipumeyanne: [IponykT cooTBeTCTBYET TpeboBanusam H/I

Opinion : APPROVED
3akmwouenue: OJJOBPEHO

Prepared by / Checked by / ™\ Approved by: Manager/Executive /
IloarorosneHo: { uj\ [IpoBepeHo: ‘ OnoGpeno: Menemwep /
Ramakant Rajeev Gandhi , PykoBoauTenb =
A~ = _ N
/ Kusum Lata
Reprint Date: Reprint Date: Reprint Date:
Hara: 24.03.2022 Jara: 24.03.2022 Jata: 24.03.2022

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: L85195AP1984PLC0O04507

www.drreddys.com
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Dr.Reddy’s ‘f‘:'.

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

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

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page Sof 5/Ctp.5u35

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxann IOunop®, TablieTku Aucneprupyemole [ais gereii], 100 mr + 125 mr

Batch No / Cepns Ne : V2200348

Batch Quantity / O6bem napthu : 547.500kg

890001580396

Analytical Report No / AHanaTHYecKHI oTueT Ne :

Date of Analysis / laTa ananuza: 24.03.2022

Date of Manufacture / J/lata npoussoactsa : Feb-2022 |Date of Expiry / Cpox roguoctd : Jan-2027

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

11 ;Package / YnaxoBka

10 tablets in PVC/Al blister. 2 blistersl10 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in ablisters and patient information leaflet
carton pack. / Ilo 10 Ttabnerox 8in a carton pack. /Ilo 10 tabnerok B
omuctep u3 IIBX/AL Ilo 2 6ancrepadnncrep us IIBX/AlL Ilo 1, 2 wiu 20
BMECTE c UHCTpYKUUEH MOONCTEPOB BMECTE C HHCTPYKUMEH 10,
PUMEHEHHIO B MAYKy KapTOHHYIO.  MPHMEHEHHIO B MMAYKY KAPTOHHYIO.

12 Labeling / MapxupoBka

According to ND. / B cooterctuu ¢ HJI.

13 Storage conditions /
XpanenHe

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

B opuriHaibHOM ynakoBke (OaucTep B Mauke) IPU TEMIIEpAType HE BhILIe
25 °C.

14 Shelf life / Cpox FOAHOCTH

5 years / 5 net

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaykT coorBeTcTByeT TpeboBanuam HJI

Opinion : APPROVED
Zaxawuenue: OJOBPEHO

Prepared by /
ITogrorosnexHo:
Ramakant

Reprint Date:
Hara: 24.03.2022

Checked by / Approved by: Manager/Executive /

IIposepeHo: "\ OpnobpeHo: MCHCJJ}KBP 0

Rajeev Gandhi ( m PykoBoauTenb &’/
e Kusum Lata 5

Reprint Date: = Reprint Date:

Jlara: 24.03.2022

JHara: 24.03.2022

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
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