Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

Page1of 6/ CTp. 1136

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxnun KOnuop®, Tabnetku ancneprupyemoie [ans aeteit], 100 mr+ 125 mr

Batch No / V2301142 Batch Quantlty./ 547.50kg
Cepust Ne : Pasmep cepuu :

Analytical Repovrt No/ 890001672452 Date of Analysis / 05.07.2023
AnanuTuueckuit otder No : Jara ananusa:

Date of Manufacture./ Tun-2023 Date of Expiry / May-2028
Jlata npou3BOJCTBA : [onex 1o :

Analysis performed according ND / Ananu3z npoeenen no HJI: [T N011252/02-150323

Ne Test / IToxkaszareap

Results / Pe3ysbratsl

Specification / Hopma

1 |Description / Onucanne

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

score-line on one side and
characteristic odor. /
Kpyrible  MIOCKOUMIHHAPUYECKHE
TabNneTkH  pO30BOro  I[BeTa ¢

BKparieHUsIMH, ¢ Gackoil U prcKoit
Ha OJIHOH CTOpOHE, C XapaKTepHBbIM
3aMaxom.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnbie TNIOCKOLIMJIMHAPHYECKUEe
TabseTku PO30BOTrO BeTa c
BKparnjeHusiMu, ¢ ¢ackoif ¥ puckoit Ha
OJHOH  CTOpOHE, C  XapaKTepPHbIM
3amnaxom.

2 |Identification /
IMopnuHHOCTE

Complies as prescribed/
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). /
BpemeHa  ynepXWBaHHS  OCHOBHBIX
THKOB Ha Xpomarorpamme
UCTIBITYEMOTO  PacTBOpa  JOJDKHBI
COOTBETCTBOBATh BpEMEHaM
yAEPKUBAHUSA [HIKOB Ha
XpOoMaTorpaMMe pacTBopa CTaHAAaPTHBIX
obpazuor ubynpodeHa u napaneramona

Ilpumeuanue: IIpoaykt coorserctByeT TpedoBanusm HJ{

(paznen «KonuyecTBeHHoe
oTpesieNieHe»).
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axarouenune: OJJOBPEHO

Hara: 05.07.2023

Hara: 05.07.2023

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneHo: [IpoBepeno: Ramakant UJN Onobpeno: Menemkep / Pykosoautens
Ankit Amit Kumar :__,\";-H

Reprint Date: Reprint Date: . Reprint Date:

Jlata: 05.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories ttd.,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND{A

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

Page2 of 6/ Ctp. 213 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyknus [0uiop’, Tabnetkn aucneprupyemsie [s gereii], 100 mr+ 125 mr

Batch No/ V2301142 Batch Quantity / 547.50kg
Cepust Ne : Pazmep cepuu :

Analytical Repczrt No / _ 890001672452 Date of Analysis / 05.07.2023
AHanutnyeckuii otTyet Ne ; Jlata aHanu3a:

Date of Manufacture / Jun-2023 Date of Expiry / May-2028
Jara npousBoacTBa : I'oneH zo :

Analysis performed according ND / Ananus nposenen no HJT: IT N011252/02-150323

No Test / IlokazaTens Results / Pe3yabTaTh! Specification / Hopma
3 | Average weight of tablets / 366.5 mg/ 366.5 mr 357.7 mg to 372.3 mg
Cpennssi Macca TaGJIeTOK . : (365.0 mg+2.0 %). /
Complies/CooTBeTCTBYET Ot 357,7 Mr 110 372,3 mr
(365,0 Mr = 2,0 %)
4 | Disintegration / 00 min 28 sec / 00 Mun 28 cek | Not more than 3 min /
Pacnagaemoctsb He 6onee 3 mun
5 |Dissolution / Pacreopenue 101 % to 104 % Not less than 70 % (Q) of Ci;3Hiz0»
(ibuprofen) after 30 min / He menee
70 % Q) Ci3Hi0;
(ubynpoden) uepes 30 mux
100 % to 101 % Not less than 70 % (Q) of CsHoNO,
(paracetamol) after 30 min / He MeHee
70 % Q) CsHoNO,
(napaueramon) yepes 30 MuH
6 |Dispersibility/ ‘Complies / COOTBETCTBYET Uniform suspension passing through the
JducnepcHocTh 710 pm sieve is formed / Obpasyercs
OJTHOpOJHAsI CYCIIEH3Us, MPOXOAsIas
4epe3 CHUTO C pPasMEpPOM OTBEPCTHIA
710 MxM
7 |Related substances / PoxcTeennble npumecn

Remarks : The Product conforms
IIpumeuanue: [Ipoaykr cooTBeTc

to ND/
TByeT TpebopanusiM HJ

Opinion : APPROVED
3axkmouyenue: OJJOBPEHO

IToarorosineHo:
Ankit

Prepared by / &

Checked by /
ITposepeno: Ramakant

-

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonutens

Amit Kumar /: %

Reprint Date:
Hara: 05.07.2023

Reprint Date:
Hata: 05.07.2023

Reprint Date: ¥
Jlarta: 05.07.2023

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: L85155AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

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

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

Page3 of 6/ CTp. 3 u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6yrand FOunop®, Tabnerkn aucneprupyembie [ais aereit], 100 mr+ 125 mr

Batch No / V2301142 Batch Quantity / 547.50kg
Cepust Ne : Pasmep cepun :

Analytical Repczrt No/ 890001672452 Date of Analysis / 05.07.2023
Ananurndeckuii otyet Ne : Jlara ananuza:

Date of Manufacture / Fun-2023 Date of Expiry/ May-2028
Jlata npou3BoACTRA : ["oneH fo :

Analysis performed according ND / Ananns nposenes no HJT: [T N011252/02-150323

Ne Test / IlokazaTenn Results / Pe3ysbTaThbI Specification / Hopma
Method 1/ Metog 1 0.0002% 4-aminophenol (paracetamol impurity) -
4-Aminophenol content / not more than 0.005 %
Onpenenenue conepikanust 4-amuHOGEHON (mpumecn
4-amuHObeHoa napaieramona) - He 6onee 0,005 %
Method 2 / Meton 2 0.06% Any individual unidentified impurity of
Ibuprofen and Paracetamol ibuprofen or paracetamol - not more than
unidentified impurities / 0.2 %
Onpenenenve Envnnunas  HeuaeHTHOUMUMPOBAHHASA
HEeUAEHTUPULUPOBAHHBIX PUMEChH noynpodena W
npumeceit nbynpodena u napaueramoa - He 6osee 0,2 %
Ilapaneramona 0.06%
Total impurities (Method Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma
npuMeceit (Meron 1 +
Meron 2)

8 |[Microbial limits* / MuxpoGuojoruyeckast yucrora*
a) Total aerobic microbial Less than 100 CFU/g / Not more than 10° CFU/g /
count / Obuiee uucio Menee 100 KOE/r He 6onee 10° KOE/r
a3pobHBIX
MHUKPOOPraHH3MOB

Remarks : The Product conforms to ND/
I pumeyanue: [IponykT coorBeTcTByeT TpeGopanusm HJL

Opinion : APPROVED
3akmiouenne: OJJOBPEHO

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

Ioarorosneuo: @ IIposepeno: Ramakant W Onobpeno: Menemkep / PykoBoxurens
. . N .

Ankit Amit Kumar 0

Reprint Date: Reprint Date: Reprint Date:

Harta: 05.07.2023

Hara: 05.07.2023

Jata: 05.07.2023

Negistered Office. 8-24337, Ruad Nu. 8, Bdigjard Hills, Hyderdlidd - 500U34, ieiangana, thdia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85135AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘_‘:'.

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIN3A

Dr. Reddy's Laboratories | td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA

Tel : 491 98166 56001-02
www.drreddys.com

Page4 of 6/ CTp. 413 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6ykmuu IOunop”, Tabnetku ancnepripyemple [ans nereii], 100 mr + 125 mr

Batch No / V2301142 Batch Quantity / 547.50kg
Cepns Ne ; Pasmep cepun :
Analytical Repczrt No/ 890001672452 Date of Analy'sm / 05.07.2023
AHanutuuecknit otuet Ne ; Jara ananuza:
Date of Manufacture / Jun-2023 Date of Expiry / May-2028
Jara nponssoncTsa : Ioxed 1o :
Analysis performed according ND / Ananus nposeaen no HJI; IT N011252/02-150323
No Test / Iloka3aTenn Results / Pe3yabTarni Specification / Hopma
b) Total combined yeasts Less than 100 CFU/g/ Not more than 10’ CFU/g /
and mould count / Obuiee Menee 100 KOE/r He Gonee 10? KOE/r
YUCIIO IPOMCOKEBBIX U
IIIECHEBBIX MPUOOB
¢) E. coli Absentin 1 g/ Shall be absentin 1 g/
OtcyrctByer B 1 1 OrcyrctBue B 1
9 | Uniformity of dosage units / OaHopoaHOCTh 103HpOBAHHS

Ibuprofen / U6ynpogen 1.3 The acceptance value (AV) should be not
more than 15.0 / Tloka3arens
npueMieMocTd (AV) no/mkeH ObITh He
6onee 15,0

Paracetamol / [Tapaueramon 1.4 The acceptance value (AV) should be not

more than 15.0 / Tlokasarens
npuemineMoctd (AV) nomxkeH ObITh He
6onee 15,0

10 |Assay / KonnyecTBenHoe

onpeaejJceHue

100.5 mg/ 100.5 mr

1253 mg/ 125.3 mr

90.0mg to 110.0mg of C;3H;302
(ibuprofen) per tablet / Or 90,0 mr mo
110,0 Mr C;3HigO; (ubynpoden) B
TabneTke

112.5mg to 137.5mg of CsHgNO,
(paracetamol) per tablet / Ot 112,5 Mr g0
137,5mMr CgHoNO, (mapauneramon) B

Remarks : The Product conforms to ND/
ITpumeuanne: Ilponykr coorBeTcTBYET Tpebosanuam HJ|

Opinion : APPROVED
3akmouenne: OJOBPEHO

Jata: 05.07.2023

Hata: 05.07.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroTosieHo: & IIpoBepeno: Ramakant w Onobpeno: Menemxkep / Pykosogurens
Ankit Amit Kumar L

—~
Reprint Date: Reprint Date: Reprint Date:

Hara: 05.07.2023

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: L85135AP1984PLC004507
www.drreddys.com




‘.. Dr. Reddy's Laboratories Ltd.

) e Formulation Unit-6

Dr' Reddy s .. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A
PageSof 6/ Crp. 5u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WU6ykmn FOunop”, Tabnetkn aucneprupyembie [ans aereit], 100 mr+ 125 mr
Batch No/ V2301142 Batch Quantity / 547.50kg
Cepust Ne : Pasmep cepuu :
Analytical Repcin No/ 890001672452 Date of Analysis / 05.07.2023
AHanuTuueckuit otuet Ne : Jlata aHanu3a:
Date of Manufacture./ Tun2023 Date of Expiry / May-2028
Jlara npon3BOICTBA : Tonen no :
Analysis performed according ND / Ananus nposenes no HJT: [T N011252/02-150323

No Test / IloxazaTens Results / Pe3ynibTaTh Specification / Hopma

TabneTke
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|blisters and patient information leaflet in
carton. / ITo 10 tabnerok B 6ancrep |a carton. / ITo 10 Tabnetok B 6ncrep u3s
u3 I[IBX/Al. ITo 2 6nucrepa Bmecte ¢ |[[IBX/Al. Tlo 1, 2 wiu 20 6aucrepos
MHCTpYKUMEH 1O MpPUMEHEHMIO B |BMECTE C MHCTPYKLHEH 10 TpUMeEHEHHIO
TNayKy KapTOHHYIO. B [IAYKY KapTOHHYIO.

12 |Labeling / MapkupoBKa According to ND. / B cootBerctBuu ¢ HJI.

13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
Xpanenue B opurnnansHoii ynakoske (61ucTep B nayke) Mpy TeMIEpaType He BBILIE
25 °C.

14 | Shelf life / Cpok rognocrn |5 years/ S ner

* 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. / McnbITanne npoBoANTCS: TOJBKO JJIs1 KAXKA0H 20-ii cepHH WAy JJIs1 OAHOM CepUH B
rof, B 3aBHCHMOCTH OT TOI'0, YTO HACTYNUT paHee. [loka3aTe/lb MOXKET OTCYTCTBOBATEH B CepPTH(RUKATE AHAJIM3A.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: [TpoaykT coorBercTByeT Tpebosanusam HJT 3akarouenue: OJJOBPEHO

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

[ToarorosneHo: & ITposepeno: Ramakant ék M Onobpeno: Menemxep / PykoBoauTens
Ankit Amit Kumar -N—
?/Srf/'

Reprint Date: Reprint Date: Reprint Date:
Hata: 05.07.2023 Jata: 05.07.2023 Hara: 05.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P.,, 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

Page 6 of 6/ CTp. 6 13 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

U6ykann FOunop", Tabnetkn pucneprupyemsie [ans nereit], 100 mr+ 125 mr

Batch No / V2301142 Batch Quantlty./ 547.50kg
Cepust Ne : Pasmep cepun :

Analytical Rep(irt No/ 890001672452 Date of Analysis / 05.07.2023
AHanuTHyeckuii otueT Ne ; JlaTa aHanu3a:

Date of Manufacture / Tun-2023 Date of E)fplry/ May-2028
Jlata npou3BOJCTBA : I'omeH no :

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

API name (INN) /
Hauwvenosame ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
API manufacturer batch number / PIRM230101 1307/22-23
Homep cepun npoussogureiss ADC:
FP Manufacturer API Batch number /
Homep cepuu cy6cTaHuu FEQAO00185 FEQAO00188
npoussogurens ['JID:

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country / Limited, India / Conapa DxruB India / Ilipu Kpunina
Hpoussogutent ADC, cTpana: ®apma Caiiencus Jlumuren, Unaus | @apmacerotukans Jita., Uaaus

Remarks : The Product conforms to ND/
IIpumeuanue: IlpoaykT coorBeTcTBYET TpeboBanusam H]J

Opinion : APPROVED
3akiarouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: & IIporepeno: Ramakant W Ono6bpeno: Menemwxkep / PykoBoaurtens
Ankit | Amit Kumar .L\ | "N

Reprint Date: Reprint Date: ' Reprint Date: -

Hata: 05.07.2023

Tlata: 05.07.2023

Jlara: 05.07.2023

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: L85155AP1984PLC0O04507
www.drreddys.com




