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CERTIFICATE OF ANALYSIS |
Code N° [2611200 | Batch N° [1240862

Retesting date ‘ N ias T Expiration date |
(where applicable) | Sep 2014 g {where applicable) % i

Product [ISOTRETINOIN USP35/EP7 |

Manufacturing date

Analysis Number MAPF101702 Limits
Test References Resuits MU, Min Max
Description EPUSP Yaliow crystaline Yeliow crystaling arange orysiafios
iy powder powder power
tentification
Ui EF P 234 8F Conforms to Slandard Confarms o
<19TM> 3
-y UBP <197U> Conforms to Standard Conforms to
Standard
Loss on drying EP2.2.32, USP «731> |01 %
Residue on ignition EP 2414, USP <381> 606 %
Heavy metails USP <2375 Method 1, | < 20 T Topm
EP248
Asgay (TBAH) EP 100.8 % {880 102,06
grieg ¢
Related Substances MELT (BP) P
- Tretinoin <G08 % NAT G50 i
- Specified unidendified impurily RRT 08 % b NMT0.15 |
=095 =
- 13-cig-5,B-spoxy-5 6-dihydroretinoic a2 % - ~INMT .15
cid
Ei;my other mpurity 5,04 % ) HMT 0.1
- Total impurities 0,18 % NMT 0,50
[} EUSF’) = Not used
Residual Seivents (GC) . internal method
- 1CH Class 1 solvents © | ot used i
TICH Class 2 soivents - )
Cycichexane 234 pprm | < 150 (L 1500 -
Hexane <13 pom <10 Lo 100
Methano! <50 ppm < 50 {(LOQ) 00
- 1CH Class 3 solvents
Ethanol <5 pprn <50 {LOG) 500
Ethyl Acetate 1054 fen < 00 {100} 2400
Particla size {laser) : intemal raathod
-d{0,5) 301 wn 150 550
- 4{0,5} 123 s 50 300
Packaging and Siorage Store i an aitight s, 1 ted from oxygen and from fight, al a lemperature not exceeding 25°0
fis that the contents of an opaned comainer be used as soon as possibie and any
unused part be proteciad by un atmosphere of an inert gas

This batch has been manufactured, packaged and tested in accordance with EY GMP Guldeling Votums 4 Part i { 1CH Q7A Lo
Manufacturing site of the Active Pharmaceutical Ingredient : GARBAGNATE MiL.se

Date Reissued on AL, énager wobeno Susgis

O
L October 30,2012 December 05, 2012 ,] S

Capitale Sociale € 40.000.000 iv. - R Milano, Cod, Fise, £ P, IVA n DBIDTIOMEY ~ REA Milano n. 1201640
Socisth del Gruppo PAR. S A soggetts all sty & girezivne  coord deifa Sotietd Capogrupps Gripe PAR. B.p A
Strada Rivolians km 677 - 20080 Redane (MG} ~ ITALY caphale soviale € 12500 GRO,00 bv. ~ G F. & B 0DES1030181
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