CERTIFICAT DE ANALIZA PENTRU PRODUSUL FINIT
Nr A70 (... 24022000 ...
NUMELE $1 ADRESA PRODUCATORULUI AUT. FABRICATIE CERTIFICAT GMP
ROMVAC COMPANY S.A. ROO01/-27.11.2019 |  Nr.: 632019/RO
Sos. Centurii nr. 7, Voluntari, IF-077190, ROMANIA |
ROMVAC 1 /pax: () 0213503109/ (+ay 021 3503110 | R1E ) e s
Email: romvac@romvac.ro 15; 3742; 3711
DENUMIREA COMERCIALA A PRODUSULU! |[DATA CONDITIONARI  [VALABILITATE
02,2020 022022
OTOGUARD AUT. COMERCIALIZARE [pAGINA
Unguent 150375 / 19.08.2015 1din1
DATELE COD
REF./ TESTARII LIMITE/CRITERII B =Aarusacivos
P.O.S. # il o ADMISIBILITATE | “EZULTAT (NS -suarerAckron
NT - NeTESTAT
POS#F3.2.-22. Aspect 13.02.20 | 13.02.20 Unguent omogen | Unguent omogen S
POS#F3.2-22 |cyjoare 13.02.20 | 13.02.20 Alba Alba s
POS#F3.2.-22 |\giros 13.02.20 | 13.02.20 Caracteristic Caracteristic S
Si4.2. Identificare: Neomicina sulfat, | 13.02.20 | 13.02.20 Prezente Prezente S
|Cypermetrina, Permetrin,
Anestezina, Oxid de zinc
POS#F3.3-012 | 0onginut in: Neomicina sulfat | 13.02.20 | 18.02.20 | 2,85-3,15/100g. | 2,99 /100 g. s
S143.1 kmﬁm in: Benzocaina 13.02.20| 18.02.20 {2,375-2,625g/100g.| 2,58 g/100 g. S
SI432  |Conginutin: Cypermetrin 13.02.20 | 19.02.20 | 0,0475-0,0525 | 0,0501 g/100 g. s
g/l00g
81433 Conginut in: Permetrin 13.0220 | 19.02.20 | 0,002375 - 0,002625 | 0,0024 g/100 & s
B/100 g
81434 |Continut in: Oxid de zine 13.02.20 | 13.02.20 | 1,90-2,10g/100g | 2,02 /100 g. S
. TAMC (CFU/g) - 10?| < 10° CFU/g
C"“m frol oo TYMC (CFU/g) - 10'| <10’ CFU/g 8
POS#F3.3-009 clogics 17.02.20 | 24.02.20 | M.O.specifice -S | S aureus; P.
aureus; P. aeruginosa:| aeruginosa:
absent/g absent/g
Sl4.1. Control confinut per ambalaj | 13.02.20 | 13.02.20 | 30 ghub. + 3% Corespunde S
MARIMEA SERIEI OBSERVATII
NR. UNITATI CANTITATE PRODUS / UNITATE TOTAL(122)
COMERCIALE (1) COMERCIALA (2)
991 tub. g 39730 g

Prhymwﬁﬁcﬂﬂuhhmﬁihﬂmwﬁhm&mmkdwﬁhﬂlmﬁhﬂsuﬁﬂ&hﬁﬂ inclusiv
ambalatd/etichctath §i controlat2 In unitatea/unitdtile mai sus menfionatd/e, in conformitate cu cerinjele GMP previzule de citre
ANSVSA §i cu specificatiile din autorizagia de comercializare. Inregistririle referitoare |a fabricatia, ambalarca i analizele de seric au
fost revizuite §i s-a constatat conformitates acestora cu cerinjele GMP.
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