AO «KAKPUXHWH»

SOP004510

PASPEHIEHUE HA PEAJIM3ALIAIO Ne 517_2026

HAMMEHOBAHUWE NPOAYKIHWU I'T:

OBUIIOJI KJIMO CYIIIIO3UTOPUIN BATMTHAJIBHBIE 0,5 MI" Nel5

CTPAHA-UMIIOPTEP:

Mongosa

MEXAYHAPOJHOE HEITIATEHTOBAHHOE Octpuon

HAMMEHOBAHHE:

HOMEP CEPUH: R02072026

KOJA IIPOAYKTA I'l: ESTL-0400-000

YIHAKOBKA: 5 HIT. - KOHTYpHBIE TYEHKOBBIE YIAKOBKH (3) - MauKU KapTOHHBIE
JATA ITPON3BOACTBA 02.07.2026

I'OAEH J0: 07.2029

OBBEM IMOJIYYEHHOM IMTPOAYKIIUA 9900 YIIAK

(YIIAKOBKH):

PET’UCTPAIIMOHHOE YJOCTOBEPEHMUE:

JITI-Ne(000096)-(PL-RU)

HAMMEHOBAHMUE U AAPEC JEP/KATEJIA
PEIT’HICTPAIIMOHHOI'O YIOCTOBEPEHUA:

AO "AKPUXHH" 142450, MockoBckast 00:1., T.0. boropoackwi, T.
Crapas Kynasna, yn. Kuposa, a. 29

HAMMEHOBAHUE U AJIPEC TIPOU3BO/ICTBA
TOTOBOM JEKAPCTBEHHOUW ®OPMBI:

000 "OAPMAIIPUM" [Pecnybamnka MomngoBa] FARMAPRIM LTD, 5 Crinilor
street, Porumbeni, Criuleni district, MD-4829, Republic of Moldova

Ne AMDM.MD.AF.H.003.2024

JMIEH3UA

CEPTU®UKAT Ne GMP/EAEU/BY/00408-2025

HAMMEHOBAHUWE U APEC TIPOU3BO/JCTBA 000 "®APMAIIPUM" [Pecny6imka Mongosa] FARMAPRIM LTD, 5 Crinilor
NEPBUYHOU YIIAKOBKH: street, Porumbeni, Criuleni district, MD-4829, Republic of Moldova
JIMIEH3U Ne AMDM.MD.AF.H.003.2024

CEPTU®UKAT Ne GMP/EAEU/BY/00408-2025

HAUMEHOBAHUWE U AJAPEC ITPOU3BOJACTBA 000 "OAPMAIIPUM" [Pecybimka Monmosa] FARMAPRIM LTD, 5 Crinilor
BTOPNYHOMU YIAKOBKMH: street, Porumbeni, Criuleni district, MD-4829, Republic of Moldova
JIMIEH3UA Ne AMDM.MD.AF.H.003.2024

CEPTUDUKAT Ne GMP/EAEU/BY/00408-2025

HAMMEHOBAHUE U AJIPEC TIPOU3BOJUTEJIA

(BBIITY CKAIOIIHAI KOHTPOJIb KAYECTBA):

JULEH3US

CEPTUDUKAT

000 "®APMAITPUM" [Pecnybnuka Mongosa] FARMAPRIM LTD, 5 Crinilor
street, Porumbeni, Criuleni district, MD-4829, Republic of Moldova

Ne AMDM.MD.AF.H.003.2024

Ne GMP/EAEU/BY/00408-2025

JlanHasi cepusi ObLIa NMPOM3BECHA, BKJIOYasi YNAKOBKY M KOHTPOJb Ka4YeCcTBa, HA BBILIEYKA3aHHOW INMPOM3BOJACTBEHHOM
IUIOIIAKe B IIOJTHOM COOTBeTCTBUH ¢ TpeboBaHuAMHU cGMP nesieBoro polHKa M perucTPalMOHHON JOKYMEHTALHEI.

IIpou3BoaACTBO cepuu, yNAKOBKA U AHAJIU3bI ObLUIM NPOBEPEHbI U MPU3HAHBI cOOTBeTCcTBYIOIUMU cGMP.
KauecTtBo npoaykra coorBercTByeT TpedoBanusimM JIII-Ne(000096)-(PT-RU)-241125 u nmoaTBep:kAeHO cepTH(UKATOM aHAIN3A

Ne 469 ot 13.07.2026.

HacTrosimiuM noaTBepP:KIa10, YTO BbILIIEYKA3aHHAS cepUsl pa3pellleHa K peajn3aluu.
JlokyMeHT moanucaH 3J1eKTPOHHBIM CIIOCO00M U JieiicTBUTE/IeH 0e3 COOCTBEHHOPYYHOM MOANMUCH.

Ynoanomodennoe juno ®Puimmonosa U.B  Ilpuxa3z Ne 146 ot 02.03.2026

JOBEPEHHOCTD OT IOCTABIIHUKA:

He TpeOyercs

JlaTa BBITyCKa! 06.08.2026 16:47:22

Jlata pacieqaTku: 06.08.2026

Jlvet 1 mn3 1




Hazpanne:
Cepus:
[ara npousBoxacTBa:
I'ozen no:

KonuuecTBO NpoAyKITUY B CEPHH:
AHanu3 BeITIONHEH cormacao HIT:

farmaprim

CEPTUD®HUKAT AHAJIN3A Ne 469 ot 13.07.2026

R02072026
02.07.2026
07.2029
9907 ym.

OBHIIO0JI KJINO cynno3utopun BaruHajdbHbIe 0,5 mr Ne5x3

JITI-Ne(000096)-(PL-RU)-241125

Ne HaunmMenoBanue
noxaszarejeH

HopmatusHbIe
TpeboBaHun

PesyabTathi
aHAJIN30B

1. |Onucanune

| Cynnos3uTopuy LMIMHAPOKOHUYECKO
¢dopMEl, Oestoro uiH Georo ¢ xenTosa-
THIM OTTeHKOM LiBeTa. Ha cpese momyc-
KaeTCsl HaJlW4Me BO3AYIIHOTO WM BO-
POHKOOOPa3HOro VIIyOIeH s

Cynrosuropun LMIMHIPOKOHHYE-
ckoii popMBI GEJTOTO C JKEITOBATHIM
OTTEHKOM LiBeTa. Ha cpeze umeercs
BOpOHK0OOpa3Hoe yriybienue

2. |Hpenrndukanus

BpeMs ynep)kuBaHUS OCHOBHOTO NHKa
Ha XpOMaTOrpamMMe HCIBITYEMOTO pac-
TBOpa JOJDKHO COOTBETCTBOBATH Bpe-
MEHH yJepXKUBaHHs MHUKA 5CTPHOJIA Ha
XpoMaTorpamMme CTaHIapTHOTO pac-
TBOpa

Bpemsi ynep>XuBaHHS OCHOBHOTO
MHKa Ha XpOMaTorpaMMe HCIIBITye-
MOT0 PacTBOpa COOTBETCTBYET Bpe-
MEHH yAep>KHBaHMS THKA 3CTPHOJIA
Ha XpOMAaTtorpaMMe CTaHNapTHOTO
pacTBOpa

OaHopoaHoCTL Macehbl

2r+x5% (ot 1,9 o 2,1 1)
18/20 cynmosuropues + 5%
2/20 cynmosutopues = 10%

2,013r
-0,9 %; + 0,4 %

4. |Temnepatypa

J03HPOBAHHBIX
eNHHHII

3Hayenne AV < L1 unu

g 30 cynmosutopre AV < L1 u Hi
OZHO TIOJyYEHHOE 3Ha4eHHE COojJepia-
HHS JCHCTBYIOLIETO BEMIECTBA B KaX-
JIOH  [O3MpPOBAaHHOM eNUHHUIICE He
menbine (1-1.2x0,01) x M u He boblie
(1+L2x0,01) x M, rme L1 = 15,0 % u
L2=25,0%

He 6ogee 37°C 36,5°C
TIABJIEHHS _
5. |Bpemst moswoii He 6onee 30 mun 7,9 Mun
aedopmanun
6. |[Ipumecu IIpumecs A — e 6onee 0,5 %; 0,04 %
€IMHHYHas  HeWAEHTH(HUIMPOBAHHAS Memnee 0,4 %
npumeck — He Gonee 0,5 %;
| cyMMa npumeceid — He Goiee 1,0 % | Menee 1,0 %
7. |Muxpobuoaorndeckast | - Obmee uunciao a3poOHEIX MUKpoopra- <10 KOE/r
4yHcTOTA HU3MOB — He Gostee 10° KOE B 1 1
- OO1ee YuCNo IPOAIKEBHIX H MIIECHE- 0 KOE/r
BEIX rpu6oB — e Gonee 10' KOE & 1 r;
- Orcyrcteue Pseudomonas aeruginosas 1 OrcyrcrBue B 1 r
- OtcyrerBue Staphylococcus aureus B 1 T OrcyrcrBre B 1T
- OrcvrerBue Candida albicans B 1 ¢ OrcyrcrBue B 1 ¢
8. |Oanopognoctb Hnst 10 cynnosuropueB mpueMieMoe AVio=5,1%

9. | KonuuecTBenHoe
\ onpenesieHue

Conepxanne CigH24O3 (ocTpuona) B
OJTHOM CYIIIO3UTOPHH JAOKHO OBITH OT
| 0,45 no 0,55 mr

0,53 Mr sctprona

Crp.1m3 2

ya. Kpuruaop, 5, [NopyMm6ens, p-H Kpuynens, MD-4829, Pecny6auxa Mosifosa;
Tenm: (+373 22) 28-18-45; e-mail: info@farmaprim.md; www.farmaprim.md



Ne | HammeHoBaHHe
nokazareJjeh

farmaprim

HopmaTuBHbIe
TpeboBaHuUs

PesyabTaThl
aHaJIH30B

10. | Onucanne ynakoBkH

Ilo 5 cynnosuropueB B KOHTYpPHOM
s4eiikoBoM ymakoske wus I[IBX/TID
IUIEHKH. :

3 KOHTYpHBIE SYEHKOBBIE YHaKOBKH
BMECTE C JIMCTKOM-BKJIaJBIIIEM B Kap-
TOHHOM I1ayKe.

Ilo 5 cynmo3HTOpHEB B KOHTYPHOH
s4elikoBoi ynmakoBke u3 [IBX/IID
IUIEHKH.

Ilo 3 KoHTypHBIE SYEHKOBBIC yra-
KOBKH BMECTE C JHMCTKOM-BKIIA]TH-
1IEM B KapTOHHOMH Mayke.

11

Mapxkupogka

Ha xonmyproii sAueiikoeoil ynakoexe yka-
36I8AIOM.

TOPrOBOE HAMMEHOBAHUE IIpENapaTta,
MEXIyHapOIHOe HENaTeHTOBaHHOE
HaUMEHOBaHHE HA PYCCKOM W aHTJIMii-
CKOM $I3BIKaX, JO3UPOBKY, JIEKAPCTBEH-
Hy10 popMmy, HOMEp cepuu, AaTy HCTe-
YeHUs CPOKa FOAHOCTH, HAUMEHOBAHHUE
JepaKaTens perucTpaiioHHOTO YI0CTO-
BEPEHHSI.

Ha xapmonnoii nauxe yxasvieaiom:
TOProBo€ HAMMCHOBAHUE IIpernapara,
MEXIyHapoJHOe HEMaTEeHTOBaHHOE
HaMMEHOBaHUE HAa PYCCKOM W aHTJIMH-
CKOM sA3BIKaX, HAUMEHOBaHME, JIOTOTHII,
aapec (cTpaHa, ropon), teiedon/pakc
nepxatens PY; HaMuMeHOBaHUe | ajipec
(HUPMBI-TIPOV3BOUTENS;  JIEKAPCTBEH-
Hylo GOpMy, HO3HPOBKY, KOJIMYECTBO
CYIIIIO3UTOPUER B YMAKOBKE, HA3BAHHUC
W COJEpPKaHUE JACUCTBYIOMIETO Belle-
CTBa B OTHOM CYIIIO3UTOPUH, HOMEp ce-
PHMH, JaTy MCTEUEHHS CPOKa TOTHOCTH
(«I'oneH p1o:»), yclOBUS XpaHEHHS,
YCJIOBHS OTHycKa, «XpaHWTh B HEJO-
CTYITHOM JJIs JleTer mecte.», «Cnocob
MPUMEHCHHA: CM. JIMCTOK-BKJIAIBINLY,
LITPUX-KOJI.

JOnoNHUTENBEHO MOTYT OBITH HAHECEHEI
cpeAcTBa uaeHTHUKauuu (KOJx mpo-
AYKLWH, CEpHUHBIH HOMED, NBYXMeEp-
HBIH MTPUXOBOI KOA).

[Tpuveyanue: nmaTa  NPOU3BOACTBA
BKJIIOYEHA B HOMEP CEPHH.

Ha wxonwmypnoii aueiixosoii yna-
KOBKE YKA3aHbL:

TOProBO¢ HAMMEHOBaHWE TMpera-
pata, MeXAyHapOJIHOE HEMaTeHTO-
BaHHOE HAUMEHOBAHUE Ha PYCCKOM
U aHITIMHACKOM S3BIKaX, JO3HPOBKA,
JcKapcTBeHHas dopMma, HOMEp ce-
pHH, 1aTa UCTEYEHUs CPOKa TOIHO-
CTH, HAUMEHOBaHHE JIepXKaTeNs pe-
TMCTPalMOHHOTO YIOCTOBEPEHHS.
Ha xapmonnoii nauxe ykazanoi:
TOProBO€ HaUMEHOBaHHE IIpena-
paTa, MEXIYHApOJAHOE HEMaTeHTO-
BAaHHOE HaUMEHOBaHUE Ha PYCCKOM
1 aHITHHCKOM SI3BIKaX, HAUMEHOBRA-
HHUE, JIOTOTHI, ajapec (CTpaHa, Io-
pon), Tenedon/dakc aepxarens
PV, naumeHoBanue wu anpec
(OUPMBI-IPOU3BOAUTENSA;  JIeKap-
cTBeHHas (opma, AO3MPOBKA, KO-
JMYECTBO CYMNMO3UTOPUEB B yIa-
KOBKE, Ha3BaHME M COJEepXKaHHe
JIEHCTBYIOLIETO BELIECTBA B OJHOM
CYMNIIO3UTOPHHU, HOMEDP CEepUH, JaTa
HCTCYEHHs]  CpPOKa  TOAHOCTH
(«"ozmeH 10:»), YCIOBHSA XpaHEeHHS,
YCIIOBHS OTIYycKa, «XpPaHWUTh B He-
JOCTYMHOM Il JOeTeH MecTe.»,
«Cnocob npuMeHeHHsI: CM. TUCTOK-
BKJIQ/IBIIILY, IITPUX-KOJX.
JONONHUTENIBHO HAHECEHH Cpejl-
CTBa MAECHTUQUKAIUK (KOA Mpo-
OYKUHW, CEpUHHBIA HOMEp, IBYX-
MEPHBIH INTPUXOBOH KOI).

Jata npoM3BOACTBA BKJIIOYCHA B
HOMEp CEPUH.

12.| YciaoBus xpaHeHus

ITpu Temnepatype He Bhite 25 °C

ITpu Temnepatype He Bbime 25 °C

13.| Cpok roanoctu
| (cpok xpaHenus)

3 roma

3 roga

3axmouenne: Jlekapctserroe cpencro OBHIOJI KJIUO cynnosuropuu arunaiabusie 0,5 mr

Ne5x3, cepust R02072026, coorsercreyer HI: JITI-Ne(000096)-(PT-RU)-241125.

Hupexrop

Henapramenta Konrpons Kauectsa

beipmerma O

Crp.2u32

yJL.. Kpunuiop, 5, llopymbens, p-u Kpuysaens, MD-4829, Pecniy6ixa Moagosa;
Ten.: (+373 22) 28-18-45; e-mail: info@farmaprim.md; www.farmaprim.md



