Formulation Unit-6
B Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel : 491 98166 56001-02
www.drreddys.com

@ Dr. Reddy's Laberatories Ltd.
@
@

Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Page 1 of 5/Ctp. 1u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WUoykaun FOunop®, TabseTkn ancneprupyemsie s gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202430 Batch Quantity / O6bem napTuu : 547.500kg
Analytical Report No / AnanuTndeckuii oTuer Ne : Date of Analysis / JIaTa anann3sa: 28.11.2022
890001629833

Date of Manufacture / /lata npon3BoacTsa : Nov-2022 |Date of Expiry / Cpox roauoctu : Oct -2027

Analysis performed according ND / Anasns nposeaes mo HJL: I1 N011252/02-041021

Ne fI‘est / Hoka3zaTenb Results / Pe3yabTaThl Speclﬁcatmn / I-Iopma |
Description / Onncanue Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line onwith impregnations and a score- -line onl
one side and characteristic odor. / one side and characteristic odor. /
Kpyrneie nnocxounnurmprlqecntm.l[(p} rakle  THOCKOUHIITHIPHYECKie
rabnetkn  posooro  upera  CcTabierku  po3oBOro - UBeTa - C
BKpanCcHIAMI, ¢ Hackoll ¥ PUCKOH HaBKpaMNeHHsIMH, ¢ (hackoii i PHCKOH Ha
OJIHOI CTOPOHE,0IHO CTOPOHE,
L € XapaKkTepHbIM 3aNaxoM. C XAPAKTEPHbLIM 3aMaxoM.
2 Identification / Complies as prescribed/ The retention times of the main peaks
IMoagAMHHOCTDL COOTBETCTBYET ‘on the chromatogram of the fest

olution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol  reference standards
solution (section Assay). / Bpemena
VAEPKIBAHIS OCHOBHBIX MHKOB Ha
XpomaTtorpamme NCTIBITYEMOTO
pacTBOpa JOJIKHBI COOTBETCTBOBATH

BpeMeraM YAepKHBAHNA TIHKOB I'l!ll

Xxpomarorpamme pacTsopa
CTaHgapTHBIX 00pa3nos ubynpodena
" napateramora (pasnen

«KonuyecTBeHHOE ONMpPEAENeHIe»). |

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoaykT cooTBeTCTBYET TpeGosanuim HJ 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosieHo: A r ITpoBepeHo:Ramakant Onobpeno: Menemxep /
Shivani Devi PyxoBooutens .

' &ub/}{/ A);nit kumar A’* ‘\’//
Reprint Date: Reprint Date: Reprint Date:
Hara: 28.11.2022 Jara: 28.11.2022 Mara:28.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxann JOunop®, TabaeTky AucneprupyeMpie s aereii|, 100 mr + 125 mr

Batch No / Cepust Ne : V2202430

Batch Quantity / O6bem naprun : 547.500kg

[890001629833

Analytical Report No / AHanuTHYecKHil oTyeT Ne :

Date of Analysis / {ata ananmn3a: 28.11.2022

Date of Manufacture / /lata npoussoactsa : Nov-2022

Date of Expiry / Cpok rognoct : Oct -2027

Analysis performed according ND / AHaJju3 1poBejies no HA: TIN011252/02-041021

No Test / [lokasaren Results / Pe3yjabTaThl }Sgciﬁcatﬁn / Hopma

3 Average weight of tablets / | 362.0 mg/ 362.0 Mmr 357.7 mg to 372.3 mg (365.0 mg +
Cpenustst macca TabJieTox 2.0 %). / Ot 357,7 mr o 372,3 mMr

Complies/cooTBETCTBYET (365,0 mr £ 2,0 %)

4 Disintegration / | 00 min:30 Seconds/00 mun 30 Sec [Not more than 3 min / 3

| [PacnagaemocTb He 6onee 3 muH

5 Dissolution / 96% to 100 % ‘Not less than 70% (Q) of CisH:O:
PacTBOpeHHUE (ibuprofen) after 30 min /

95% to 99%

He wmenee 70 % (Q) CuiHisO:
(ubynpoden) qepes 30 MUH
Not less than 70% (Q) of CsHoNO»
(paracetamol) after 30 min /
He wmenee 70 % (Q) CiHyNO:
(napaueramon) yepes 30 MuH

6 Dispersibi_lity /
IucIepcHOCTh

Complies / COOTBETCTBYET

Uniform suspension passing through
the 710 um sieve is formed /
OGpasyetcst 0AHOpPOIHAs CYCTEH3HA,
MPOXO/SILAs HEpPes CUTO C pasMepoM
oTBeperiii 710 MKM |

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipoaykr cootseTcTByeT Tpedosanmsm HIL

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Jara: 28.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToxrorosineHo: ) T— ITpoeepeno:Ramakant | Ono6peHo: Menenxep /
Shivani Devi @ x& PykoBoauTENb N -

U Amit kumar ]L‘w/
Reprint Date: Reprint Date: Reprint Date: :

Jara: 28.11.2022

Nata:28.11.2022
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[Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Woykann FOHn0p®, Tab1eTKH AUCHEPrupyembie [JLis nereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202430

Batch Quantity / O6bem mapruu : 547.500kg

890001629833

Analytical Report No / AsanuTnyeckuii oryer Ne :

Date of Analysis / Jlara anannza: 28.11.2022

Date of Manufacture / /Iara nponssoacTsa : Nov-2022

Date of Expiry / CpoK roaHoCTH : Oct -2027

Analysis performed according ND / Ananus npogenen no HJL: [1N011252/02-041021

Ne  Test / Ilokaszarenanb

7 Related substances /
PoacTBeHHbIE IPUMECH

Method 1/ Metoxn 1 —
Determination of 4-Amino
[Phenol content / Onpenenenve
conep/Kanus COAESPXKaHUsA
4-amuHObeHONa

Method 2 / Meton 2 —
Determination of Tbuprofen
and Paracetamol unidentified
impurities / Onpeaenenue
HenaeHTH QUM POBaHHBIX
npunmeceil ubynpodena u

Results / Pe3yabTaThl

Specification / Hopma

0.00001%

0.08%

0.08%

4-aminophenol (paracetamoTirﬁpuri ty}
i '
4-amuHOGeHoN (npumecs
napaieramona) - not more than
p.OOS% / He Gonee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol) /
EayHUYEAs HEWACHTUQULIHMPOBaHHAs
npHMeck ubynpodeHa FUT
inapaueramona -

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

Total impurities (Method 1+Method 2)I
/ Cymma npumeceit (Meron 1 +Metoj

napaleTamoia 2) - not more than 0.7% / ne 6o1ee 0.7
ﬂ,;]
| |
8 Microbial limits /
MukpoouoornyecKas Less than 100 CFU/g/ Not more than 1000 CFU/g/
YHCTOTA Menee 100 KOE/r He 6onee 1000 KOE/r

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

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

Remarks : The Product conforms to ND/
IIpumeuanue: [poaykr coorBercrayer Tpebosanuam HII

Opinion : APPROVED
3axmouenue: OJJOGPEHO

Jara: 28.11.2022

Hara: 28.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBeHO: /S T_ IposepeHo:Ramakant Ono6peno: Menemxkep /
Shivani Devi Pykosogutens o

Amit kumar {'&M sl
Reprint Date: Reprint Date: Reprint Date:

Jara:28.11.2022
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Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A

Page 4 of 5/Ctp. 4u3 S

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6ykaun FOHnop®, TabeTku Ancneprupyemblie [ais gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202430

Batch Quantity / O6bem naprun : 547.500kg

Analytical Report No / AnanuTmdecknii oruer Ne :
890001629833

Date of Analysis / laTa ananu3za: 28.11.2022

Date of Manufacture / /laTa npou3BoacTsa : Nov-2022

Date of Expiry / Cpox roasoctu : Oct -2027

| Analysis performed according ND / Anajus nposeaen no HJL: [1N011252/02-041021

a) Total aerobic microbial
count / Ob1ee 4ucio
as5p0oOHBIX MMKPOOPTaHU3MOB Absent Shall be absent in 1g / OtcyTcTaue B 1
r
b) Total combined yeasts and
mould count / O61iee 4ucsio
JPOMOKEBBIX H MIECHEBBIX
rpubos
. ge)E.coli -
9 Uniformity of dosage units / Acceptance value (AV) should be not
OIHOPOTHOCTH A03HPOBAHNSA 1.7 imore than 15.0 / Iloxasarens
npuemaeMocti (AV) 0MDKeH ObITh He
- Touprofen / n6ynpoden 0onee 15,0
lAcccptance value (AV) should be not
more than 15.0 / Tlokasarensb
| 1.6 npuemnemMoctd (AV) gomkeH ObITh He
| - Paracetamol / mapanetamo Gosee 15,0
10 [Assay / KosimyecTBenHoe 190.0 mg to 110.0 mg of C13His0»
ompenejeHHe (ibuprofen) per tablet /
98.7 mg /98.7 Mr Or 90,0 Mr 7o 110,0 mr Ci3Hi50,
(1Gynpodpen) B Tabnerke
112.5 mg to 137.5 mg of CsHoNO;
123.6 mg/123.6 Mr (paracetamol) per tablet /
Ot 112,5 mr go 137,5 mr CsHoNO2
‘(napaﬁe'ram o) B TabneTke

Remarks : The Product conforms to ND/
Ipumeyanue: [IpoaykT cooTBeTcTBYeT Tpebosanusam HJ

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by /
IToaroTtosneHo: ITpoBepeHo:Ramakant

AT

Approved by: Manager/Executive /
Onobpeno: Menemkep /

Ilara: 28.11.2022 JMara: 28.11.2022

Shivani Devi @ N‘g"&] PykoBoauTENb -
Amit kumar A
Reprint Date: Reprint Date: Reprint Date:

JaTa:28.11.2022
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Dr.Reddy’s ":‘

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

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 50f 5/CTp. 5135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxaun IOunop®, TabaeTkn Aucneprupyembie [iis nereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202430

Batch Quantity / O6bem naprun : 547.500kg

890001629833

Analytical Report No / AHauTHUecKHid oTyeT N2 :

Date of Analysis / Jlata anann3a: 28.11.2022

|Date of Manufacture / Jlata npoussojctrsa : Nov-2022

Date of Expiry / Cpok roanocts : Oct -2027

|Analysis performed according ND / Ananus nposeaen mo HJL: I1 N011252/02-041021

11 [Package / YnakoBka

10 tablets in PVC/AL blister. 2 blisters]10 tablets in PVC/Al blister. 1, 2 or 20)
and patient information leaflet in ablisters and patient information leaflet
carton pack. / Ilo 10 Tabnerok #in a carton pack. / TTo 10 Tabnerok 8
Gmicrep u3 TIBX/AL Tlo 2 Gnnerepapnucrep us [IBX/AL Tlo 1, 2 v 20
BMECTE c HHCTpYKLMEi rmlﬁﬂnc:Tepoa BMECTE C MHCTPYKUHEH o)
MPHMEHEHVIO B 1aUYKy KAPTOHHYI).  [MPHMEHEHHIO B MAYKy I(ElpTDEI_]_IlI_O._J

12 Labeling / MapkupoBka

|
According to ND. / B coorserctsun ¢ HJI.

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

13 Storage conditions /
XpaHeHue /
B opuriHaibHOl ynakoske (61ucTep B nadke) Mpy TEMIIEPATYPE HE BhILLE
| 25 °C.
14  Shelflife / Cpok rogmocTn 5 years / 5 net

Remarks : The Product conforms to ND/
IIpnmeuanne: [IpoaykT cootBeTcTBYeT TpeboBanusam HJ

Opinion : APPROVED
3akmouenue: OMOBPEHO

Prepared by /
ITonroToBneHo:
Shivani Devi

AT

Checked by /
ITpoeepeno:Ramakant

Approved by: Manager/Executive /
Onobpeno: Menemxep /

PykoBonuteb <
[&* D~

Reprint Date:
Jara: 28.11.2022

Reprint Date:
Jara: 28.11.2022

Amit kumar
Reprint Date:
JlaTa:28.11.2022
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