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CERTIFICATE OF ANALYSIS

Product

ACYCLOVIR C EP7/USP34

| codeN° [57560 /BatchN°[1310101

Retesting date Expl ratiom
Manufacturing date | Jan 2013 (where applicable) Dec 2017 (where 2pplicab
Analysis Number N1PF011801 ]
Test Results MU, Limits
Appearance
= Appearancg Whilo eryetaliine powder - Whlle crystalline powder
- Colour Net mora calourad {han Y7 - Nol more coloured then Y7
Solubllity Slightly solubla in water, freely soluble in dimatlylsull i - Slightly sluble In walor, freely tolubic in dimelhylsulloxids,
very silghlly solubla In sthanal vary slipivly soluble In ethenol
Clarily Cloar sofution - Clear solulion
[dentilicatlon
-IR Campllas to Standoid - Complies lo Standard
-~ HPLC Compllos to Standard - Complios to Standard
Waler conlont {K.F.) 5,0 Y 4.0+6,0
Sulphated Ash 0.04 % s D10
Heavy molals <20 ppm_ | <20
Ausny
- Assay (HCIO4) on
nnlwd.r‘:afm ] 09,8 % |o0,6+101.0
= Assay (HPLC) on anhydrous | 100,3 %anh | 90,0+ 101,0
Ralated substances (HPLC)
- Guanine 0,16 % £0,20
- Acyclovir N7 itomer <0.0047 % 5030
Relalod subsiances
- EP Impuriy A =<0,03 % < 0.2
- EP Impurlly B (Quanine) D,i4 " 0,20
- EP Impurlly C <0,03 % 50,
- EP (mpurlly F <0,03 % S0,
- EP impurily G <0.03 % 30,2
-EF Imgurilzl + ImE. B OLON | <0,03 % s 0,05
- ER J [mputlly {imp, A .
som T y {imp <0,04 % [so2
= EF Impurlly K <0,03 % $02
é)fP‘:,;?!purlly N+Imp, C 0,0 % o
- EP Impurity O <0,03 % £03
bl.::z;‘r;murlly P{lmp. <0,03 % 502
- Each unknown Impurlty <0.03 % 50,05
- Total impurities 0,2 % 51.0
Related Substances TLC
- Acotlloeyclovir s0.8 - £0,5
Donslly
[ Bulk density Far Injormation | 0,48 giml_| 0,00 +2.00
2 T¥pped! dendlly. Far 0,78 giml [ 0,00+2,00
Rosidual solvents (GC)
- Xllole <2 ppm_[=10
loroign pericios s6 ppm_ |56

Capliale Sociale € 40.000.000 i.v. - R.I, Milano, Cod. Fise. e P, IVA n. 08101100157 - R.E.A, Mllano n, 1201640
Soclpia gol Gruppe P. & 1. 8.p.A.  goggolin ui'allivila di dirozione o ecordinkmsnlo doia Soclolh Capogiuppo I, & R, S.juA.
Blads Riveliana km V7 - 20000 Roadone (M)« ITALY capilolo sociale € 12.000.000,00 [v.- C.F.a P.l. 00831030104

1 Jooco 7




StabilirMmio dl Mulazzano PEC: alon@pac.olanspa.il Olon S.p.A.
: Vig dall @Villoria, 89 Telefono 0382.8260.1 Sede Legale
; 26837 Fz. Cassine ¢* Alberi (LO) Fax 03B2.812006 Sirada Rivollana km. 6i7
Rodano (1)

olon ...

Mi:rubiolgi'cal purity

- Tolul Aéhbic Microblal

Count (TAYC) <5 cluly | s 500

- Tolal ye it and mould counl
| (ryamc <8 cluflg ) S50

. y

hggg :.Elﬂ Wt gram nogallve Absenvg clulg | Absentig
- P. apruglinosa Absonlig ufc/p | Absenllp
-E.colt Abtantg ulcip | Absehtp
- 5. purouts Absonta ulc/g | Absantg
- Saimoneh Absonl/10g ule/p | Absent!10g

This batch has boon manufacturad, packaged and tostod In accordanca with EU GMP Guldeline Volumo 4 Part I (ICHQTA).
Manufocluring slte of tha Active Pharmacoutical Ingrodiont : OLON 5.P.A, - Mulazzano

il

Data v CQ Manager (Roberto Quaglia)

= I—

28/01/2013

Revlewef by Qualified Person

O I

FAGRON lBFRICA S. A u

Corresponde al lote de Fagron:
éo - BHD

/ . -
7
F

Direc tor Técnico

Capitale Soclale €40.000.00D i.v. - R.I. Milane, Cod. Fisc. ¢ P. IVA n. 08101100167 - R.E.A, Milano n. 1201640
Socluld dolQruppo P & R, S.p.A. soppolin al'ultivitd di ditoziono o coo/cinnmento dada Socala Cepogivppu P, & R, S.p.A.
Stradn Rivollona km 0/7 + 20000 Rodano (M} - ITALY cophlo m.!:llu € 12,000.000,00 Lv.- GF a Pl aou.naamm



