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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

Pagelof 6/ Ctp. 11436

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WU6ykmun FOnuop”, Tabetku pucneprupyemsle [ans gereid], 100 mr + 125 mMr

Batch No / V2302041 Batch Quantity / 544.5 kg
Cepust Ne : Pa3smep cepun :

Analytical Repczrt No/ 890001695683 Date of Analysis / 21.10.2023
AHanutuyeckut oryet No JaTa ananu3za:

Date of Manufacture./ 09-2023 Date of Expiry / 08-2028
JlaTa npou3BOJCTBRA : ["oseH Jio :

Analysis performed according ND / Auanu3 nposenen no HJI: ITN011252/02-150323

Ne Test / ToxaszaTean

Results / PesyanTaTnl

Specification / Hopma

1 |Description / Onucanune

Pink round flat-faced beveled-edge
tablets with impregnations and a

score-line on one side and
characteristic odor. /
Kpyrnpsle  1mIoCKOUMIMHAPUYECKUE
TabeTK  pPO30BOTO  L[BETA  C

BKPAaIUICHUAMH, ¢ (ackoil U pPUCKOH
Ha OJHOU CTOPOHE, C XapaKTEepPHBIM
3aIaxoM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnsie TUIOCKOLUITHHIPUYECKHE
TabeTku PO30BOTO IBeTa c
BKpaiJieHnsiMu, C (Packoil U puckoit Ha
OJIHOH  CTOpOHE, C  XapaKTepHbIM
3aIaxoM.

7. |Tdentification /
IHoammuHOCTDH

Camplies as prescrihed/
CoOTBETCTBYET

The retention times of the main peaks 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 (Assay section). /
Bpemena  yaepXuBaHHS ~ OCHOBHBIX
NHMKOB Ha XpoMarorpamme
HCIIBITYEMOTO  PacTBOpa  JOJDKHBI
COOTBETCTBOBATh BpeMeHaM
yIAEpKHBAHHUS THKOB Ha
XpOMaTorpaMMe pacTBopa CTaHJapTHBIX
obpasuor ubynpodeHa 1 napaneraMmona

Ipumeyanne: [Iponyxr cooTBeTcTBYeT TpeboBaHusM HJI

(paznen «KonnuectseHHOE
OTIPEACIICHHEY).
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axknwuenne: OJOBPEHO

Hara: 21.10.2023

Jata: 21.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotosnen [Iposepeno: Santosh Kumar Maurya | Onobpeno: Menemxep / PykoBoayrens
Swati . A Qv Manoj Kumar @fﬁé
Reprint Date: Reprint Date: - Reprint Date:

Jlara: 21.10.2023

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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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6ykmun IOnnop”, Tabetku nucneprupyembie [ana geteii], 100 mr + 125 mr

Batch No / V2302041 Batch Quantlty‘/ 544.5 kg
Cepust Ne : Pasmep cepun :

Analytical Repgrt No/ 890001695633 Date of Analysis / 21.10.2023
Ananurudeckuii otyeT Ne ; Jlata aHanu3a:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
Hara npou3BoJcTEa I"onen fio :

Analysis performed according ND / Ananu3 nposenen no HJI: IT N011252/02-150323

No Test / Ilokazateyb Results / Pe3yabTaTsI Specification / Hopma
3 | Average weight of tablets / 365.3 mg/ 365.3 mr 357.7 mgto 372.3 mg
CpenHsisi Macca Ta6J1eTOK . (365.0 mg +2.0 %). /
Complies/CooTBeTCTBYET O 3577 Mr 10 372,3 Mr
(365,0 Mr + 2,0 %)
4 |Disintegration / 00 min 23 sec/ 00 muH 23 cek  |Not more than 3 min /
PacnagaemocTnb He 6onee 3 mun
5 |Dissolution / PacTBopenue 98 % to 100 % Not less than 70 % (Q) of Ci3His0;
(ibuprofen) after 30 min / He meHee
70 % Q) Ci3Hi130;
(ubynpoden) uepes 30 MuH
96 % to 98 % Not less than 70 % (Q) of CsHoNO,
(paracetamol) after 30 min / He menee
70 % Q) CsHoNO;
(napaueramonn) yepes 30 MUH
6 |Dispersibility / Complies / CooTBetcTByeT | Uniform suspension passing through the
JducnepcHocTh 710 pm sieve is formed / O6pa3yercs
OZIHOpPOJHAsl CYCHEH3Wsl, MPOXOJAIlas
Yepe3 CHUTO C pa3MepoM OTBEpCTUM
710 MKM
7 |Related substances / PoacTBennble npuMecu

Remarks : The Product conforms

Ilpumeuanne: IIpoaykTt cooTBeTcTBYET TpeboBanusM HJ[

to ND/

Opinion : APPROVED
3axmouenue: OJIOBPEHO

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

[Nonrorornex IIpoeepeno: Santosh Kumar Maurya | Onobpeno: Menemkep / PykoBoguTens

Swati = ém’ Manoj Kumar &@U‘l
=

Reprint Date: Reprint Date: Reprint Date:

Hara: 21.10.2023 Hara: 21.10.2023 Hara: 21.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CEPTUOHUKAT AHAJIN3A
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Product: Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6y IOnnop®, Tabnetku aucneprupyemsie [mwis geteii], 100 mr + 125 mr

Batch No / V2302041 Batch Quantlty./ 544.5 kg
Cepusg Ne : Pasmep cepun :

Analytical Rep?rt No/ 890001695683 Date ofAnaIy.sw/ 21.10.2023
AHanutu4eckui oryet Ne : Jara ananuza:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
Jlarta npou3BOaCTBA : I"oneH Jio :

Analysis performed according ND / Ananus nposeaes no HJI: TI N011252/02-150323

Ne Test / Iloxazareins

Results / Pe3yabTaTsl

Specification / Hopma

Method 1/ Metogn 1
4-Aminophenol content /
Onpenenexue couepxaHus
4-amuHodeHona

0.0002%

4-aminophenol (paracetamol impurity) -
not more than 0.005 %

4-amuboheHOoN (npumecs
napauetamorna) - He 6onee 0,005 %

Method 2 / Meron 2
Ibuprofen and Paracetamol
unidentified impurities /
Onpenenenue
HEUIEHTHOHULHPOBAHHBIX
npuMerelt uhynpadena u
napaieramosia

Any individual unidentified impurity of
ibuprofen or paracetamol - not more than
0.2%

EnvHuuHass ~ HeuAeHTUOULPOBAaHHAS
pUMech ubynpodeHa 17810
naparetamnna - ve fanee 1,7 %

Total impurities (Method
1+Method 2) / Cymma
npumeceii (Merton 1 +
Merogn 2)

0.07%

Not more than 0.7 % / He 6onee 0,7 %

Microbial limits* / Muxpo6uoJioruueckas YucToOTa*

a) Total aerobic microbial
count / Ob1iee yucio
a’poOHBIX
MHKpPOOPTraHH3MOB

NA

Not more than 10° CFU/g /
He 6onee 10° KOE/r

Remarks : The Product conforms to ND/
IIpumeuanue: ITpoaykT cooTeTcTBYET TpeboBanusM HJL

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo; Iposepeno: Santosh Kumar Maurya | Onobpeno: Menemxkep / PykoBogyrenb
Swati Manoj Kumar M
Reprint Date: Reprint Date: Reprint Date:

JlaTta: 21.10.2023

Hara: 21.10.2023

Jara: 21.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WU6yxnun FOnnop”, Tabnetku aucneprapyemble [ams aereit], 100 mr + 125 mr
Batch No / V2302041 Batch Quantlty./ 544.5 kg
Cepns No : Pa3mep cepus :
Analytical Reptzrt No/ 290001695683 Date ofAnaly‘sw / 21.10.2023
AHanutndeckuit otder Ne ; Jlara aHanu3a:
Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTa mpon3BOACTBA : ['ozen j10 :

Analysis performed according ND / Ananus nposejen no HJI: IT N011252/02-150323

Ne Test / Ilokasarenn

Results / Pe3yabTaThl

Specification / Hopma

b) Total combined yeasts NA Not more than 10° CFU/g /
and mould count / O6miee He 6onee 10° KOE/r
YHCIIO JPONOKEBBIX U

IJIECHEBBIX MPHOOB

¢) E. coli NA Shall be absentin 1 g/

OrcyTcTBUE B 1 T

Uniformity of dosage units /

OQHOPOAHOCTH JO3HPOBAHHS

Ibuprofen / U6ynpoden

1.3

The acceptance value (AV) should be not
more than 15.0 / Tlokasarens
npuemyieMocTd (AV) nomkeH OBITh He
Oonee 15,0

Paracetamol / [Tapaneramon

1.3

The acceptance value (AV) should be not
more than 15.0 / Ilokazarens
npuemieMoct (AV) nmomkeH ObITh He
6onee 15,0

10 |Assay/ KoanuecTBeHHOE

onpeaesieHue

101.4 mg/ 101.4 mr

1255 mg/ 125.5 mr

90.0mg to 110.0mg of Ci3HigO:
(ibuprofen) per tablet / Ot 90,0 Mr o
110,0 mMr Ci3H130, (HGprO(beH) B
TabneTke

1125mg to 137.5mg of CsHoNO;
(paracetamol) per tablet / Ot 112,5 mMr 1o
137,5Mmr CgHgNO, (mapaueramosn) B

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykr coorsercTByeT TpeboBanusm HJJ

Opinion : APPROVED
3akawyenne: OJJOGPEHO

Prepared by /
[Togrorosnex

Swati /

Checked by /
ITposepeno: Santosh Kumar Maurya

-

z

Approved by: Manager/Executive /

Onobpeno: Menemkep / Pykosoayrens
Manoj Kumar I Zﬁ“ﬁ

Reprint Date:
Jata: 21.10.2023

Reprint Date:
Hara: 21.10.2023

Reprint Date:
Jara: 21.10.2023

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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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT 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 50f 6/ CTp.5u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yknuH IOnuop”, Tabnetku gucneprupyemsie [uis aereit], 100 mr + 125 Mr
Batch No / V2302041 Batch Quantlty./ 544.5 kg
Cepusg Ne : Pa3mep cepud :
Analytical Repczrt No/ 890001695683 Date of Analysis / 21.10.2023
AHanutH4eckuit otder Ne JlaTa aHanu3a:
Date of Manufacture / 09-2023 Date of Expiry / 08-2028
Jlata npou3BOACTBA : T'onen jo :
Analysis performed according ND / Ananu3s nposesien no H/I: T N011252/02-150323
No Test / IlokazaTen Results / PesyanTaTnl Specification / Hopma
TabnerTke
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 a
carton. / ITo 10 Tabnetok B 61ucTep
u3 [IBX/Al. o 2 6nuctepa BMecTe ¢
HHCTPYKIMEN MO TPUMEHEHHMIO B
Ha4yKy KapTOHHYIO.

blisters and patient information leaflet in
a carton. / [To 10 TabneTok B O6mucTep U3
IIBX/Al. Tlo 1, 2 wiu 20 6nuctepos
BMECTE ¢ HHCTPYKIHMEH O MPUMEHEHHIO
B MavKy KapTOHHYIO.

12 |Labeling / MapkupoBka According to ND. / B cootBerctBuu ¢ H/I.
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
Xpanenue B opurunanbHo# ynakoBke (biucTep B Nauke) IpU TeMIIEpaType HE BhILIE
25 °C.
14 |Shelf life / Cpox roqsocT |5 years /5 net

* The test is performed for each 20th batch, or for one batch in a year whichever is earlier. The test can be absent
in the certificate of analysis. / McnbiTanHe mpoBoauTCs TONBKO MJis1 Kaskaoi 20-i cepuu WM AJ1S OJHOMH cepUH B
rol, B 3aBHCHMOCTH OT TOI'0, YTO HACTYHUT paHee. [Ioka3zaTesb MOXKeT OTCYTCTBOBATh B cepTH(MKaTe aHAIH3A.

Remarks : The Product conforms to ND/

Ipumeuanue: [TponykT cooTBeTcTBYET TpeboBanusM HJ

Opinion : APPROVED
3axmwouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
HDHFOTOBHEH@ [TpoBepeno: Santosh Kumar Maurya | Omofpeno: Menemxkep / Pykosoayresns
Swati // Manoj Kumar i ,fﬁé
Reprint Date: Reprint Date: Reprint Date:

Hata: 21.10.2023 Hara: 21.10.2023 Hara: 21.10.2023

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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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 6 of 6 / CTp. 6 u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxmuun IOHnop”, Tabnetku pucnepripyemsie [s gereit], 100 mr+ 125 mr

Batch No / V2302041 Batch Quantity / 544.5 kg
Cepus Ne : Pasmep cepun :

Analytical Repc:rt No/ 890001695683 Date of Analysis / 21.10.2023
AHanutndeckuit otuet No : JlaTa aHanu3a:

Date of Manufacture / 09-2023 Date of Expiry/ 08-2028
JlaTa npon3BOJICTBA : I'ozneH fo:

Analysis performed according ND / Ananu3 nposezner no HJI: IT N011252/02-150323

API name (INN) /

Hanmenopanme AGC (MEH): Ibuprofen / U6ynpoden Paracetamol / Ilapauieramon
API manufacturer batch number / PIRM?230317 APAPE2023060682
Homep cepun nponsoautens ADC:

FP Manufacturer API Batch number /

Homep cepuu cyocTaHIIUH FEQAQ0401 FEQA00329

npounspoaurens I'JID:

API Manufactured by & country /
IIpouzpoautens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma Caitencus Jlumuren, Muous

Granules India Ltd., India /
I'panynec Unnus Jlta., Manus

Remarks : The Product conforms to ND/

Npumeuanne: [Iponykt coorsercTBYeT Tpeboanusam HJI

Opinion : APPROVED
3akarouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oxrororneHo: IIposepeHo: SangﬁSh Kumar Maurya | Ono6peno: Menemkep / PykoBoauTelnb
Swati Manoj Kumar ‘j
Reprint Date: Reprint Date: Reprint Date:

Hara: 21.10.2023 Hata: 21.10.2023 Jara: 21.10.2023

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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