AO «KAKPUXHWH»

SOP004510

PASPEHIEHUE HA PEAJIM3ALIAIO Ne 509 2026

HAMMEHOBAHUWE NPOAYKIHWU I'T:

KIIMHAAIIMH CYITIIO3UTOPUN BATMTHAJIBHBIE, 100 MI™ Ne3

CTPAHA-UMIIOPTEP:

Mongosa

MEXAYHAPOJHOE HEITIATEHTOBAHHOE Kinnpamunya

HAMMEHOBAHHE:

HOMEP CEPUH: A05072026

KOJA IIPOAYKTA I'l: CLND-0800-000

YIHAKOBKA: 3 WT. - KOHTYpHBIE TUEHKOBBIE YITAaKOBKH (1) - Mauku KapTOHHBIE
JATA ITPON3BOACTBA 05.07.2026

I'OAEH J0: 07.2029

OBBEM IMOJIYYEHHOM IMTPOAYKIIUA 33040 YIIAK

(YIIAKOBKH):

PET’UCTPAIIMOHHOE YJOCTOBEPEHMUE:

JITI-Ne(000099)-(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.
KauectBo npoaykra coorBercTByeT TpedoBanusimM JIII-Ne(000099)-(PT-RU)-051225 u nmoaTBep:kAeHO cepTH(UKATOM aHAIN3A

Ne 474 ot 15.07.2026.

Hacrossmum MOATBEPKIAK0, UYTO BBINICYKA3aHHASA CEPUA pa3pelicHa K peajiu3anuu.

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 16:37:41

06.08.2026

Jara pacnieuarku:

Jlvet 1 mn3 1




HasBauue:

Cepus:
Jara npou3BojcTBa:
I'oxen no:

KonuuecTBo mpoayKIuu B CEpHH:
Amnanu3 BemmosHeH corniacuo HJI:

farmaprim

CEPTHO®UKAT AHAJIU3A Ne 474 or 15.07.2026

A05072026
05.07.2026
07.2029
33069 y.

KINHIAIIMH cynnosutopun BaraHaasabie 100 mr N3x1

JITT-Ne(000099)-(PT-RU)-051225

Ne HauwvenoBanune HopmaTuBHbIe PesynbTaTsl
| noxa3zaTeJei TpedoBanus aHAJIA30B
1. | Onucanne benpie unn G6enble ¢ JkenITOBAaTEIM OTTEH- | CYNIO3HTOPHA  MIMHAPOKOHUYE-
KOM CYOIO3MTOPHH IMIMHAPOKOHUYE- | CKOM (DOPMBI GEIOT0 C JKEITOBATEIM
cko#t ¢opmel. Ha npomonsHoM cpese oT- | oTTeHKoM mpeta. Ha cpese orcyT-
CYTCTBYIOT BKpaIUIeHHd, IOITYCKAaeTCs | CTBYIOT BKpAIUICHHS, UMEETCH BO-
HaJM4Ke BO3AYIIHOTO M MOPHCTOTO | POHKOOOpasHoe yriybieHue.
CTEpIKHA U BOPOHKOOOpa3HOTo yrirybe-
HUSL.
2. | HpenTndpuxanus
- KIUHOAMUYUH Bpems ynep:xkuBaHHS OCHOBHOFO MHKa | BpeMst ymepkuBaHMs OCHOBHOTO
Ha XpOMAaTOrpaMMe HCIEITYEMOIO pac- | IHKa HAa XpOMAaTOrPaMMe HCIIBITYe-
TBOpa JIOJDKHO COOTBETCTBOBATh BpE- | MOTO PacTBOpPa COOTBETCTBYET Bpe-
MCHH YJCPKUBAHUS TIMKA KIMHIAMU- | MEHW yIepKHBaHUA THKA KJIWHIA-
[MHa Ha XpOMAaTOrpaMMe CTAHAAPTHOTO | MULIMHA Ha XpOMaTrorpamme CTaH-
pacTBopa. | IApTHOTO PAacTBOPA.
- gpocpamuvr JIO/KHO TMOSBHUTECA JKENTOe OKpallHBa- | [TOSBISIETCS JKENTOE OKpallMBAHHE.
HME.
3. | OgHopoaHOCTH Macchl
- cpednas macca 2r+5%(or 1,9 102,1 1) 2,002
- donycmumbie 18/20 cynmnozuropuer + 5% -0,3 %; +0,3 %
OMKNOHEHUS 2/20 cynno3utopues + 10%
4. | Temnepatypa He piimme 37°C 36,5°C
IJIABJICHUS
5. | Bpemst nommoii He 6onee 30 mun 9,6 MuH
Jedhopmanuu
6. | PoacrBenHble JIrobas MHAMBHAYaTBHAS TIPUMECE: Memnee 3 %
npuMecH He Gosee 3 % |
cyMMa npuMeceid: He bosiee 5 % Menee 5 %
7. | MukpoGuonoruueckas| - Obiee Yncio aspoOHEIX MHKPOOpra- <10 KOE/r
YHCTOTA Hu3MOB — He 6osee 10?2 KOE/r;
- Of1mee YUCIIO APOKIKEBLIX M TIECHE- 0 KOE/r
BBIX rpuGoB — He Honee 10! KOE/r;
- Orcyrerue Pseudomonas aeruginosa s 1 OrcyrctBUe B 1 1
- OtcyteTBue Staphylococcus aureus B 1 1 OrcyrctBUE B 1 T
_ - OrcytcrBue Candida albicans B 1 ¢ OtcyrcTBue B 1
8. | OgnopoaHocTh i 10 cynnosuropueB nokasatens Mpu- AVi0=3,0%
JO3HPOBAHHBIX emneMoctd AV < L1 unu ans 30 cynmo-
eTHHHII suropueB AV < L1 1 HU 0HO NosTy4eH-
HOE 3HAYEHHE COACP)KaHMA JeHCcTBYIO-
IIEro BELIECTBA B KaXKIOW JO3UpPOBaH-
HOH eIUHULE HE MeHbIle
(1-L2x0,01)*xM wu He Oonbe
(1+L2x0,01)xM, rme L1 =15,0% u
L2=250%
Crp.1u32

yi. Kpunuinop, 5, llopymbenn, p-H Kpuynennb, MD-4829, Pecniy6auxka Monjosa;
Tes: (+373 22) 28-18-45; e-mail: info@farmaprim.md; www.farmaprim.md




@ farmaprim

Ne HanmenoBanue HopmaTtneHbIe PesyabrarTst ]

noKazareJiei TpeGoBaHHS aHAJIH30B

9. | KosimuecTBeHHOE 0190,0 70 110,0 mr C13H33CIN2O5sS 98,6 Mr KIMHIAMHLIMHA

onpeaeIeHHe (KJIMHAAMUIIMHA ) i

10. | Ynaxoeka Ilo 3 cynnosutopus momemaoT B koH- | [lo 3 cynmosutopust B KOHTYpHOI
TYPHYIO SYEHKOBYIO  YNaKOBKY U3 | sueifkoBoii ynakoske u3 IIBX/TID
IBX/TID mreHku. TUIEHKH.

1 KoHTypHylo sueiikoByl0 ymakoeky | [1o 1 koHTypHO# sueiikoBO¥l yra-
BMECTE C JIMCTKOM-BKJAJbILIEM TOME- | KOBKE BMECTE C JIMCTKOM-BKIAAbI- |
HIKOT B KAPTOHHYIO NAYKy. IIEM B KAPTOHHYIO MAYKY.

11. | Mapkuposka Ha wonmypnoii auetixoeoii ynaxoexe | Ha xonmypnoii saveiixogoii yna-
yKasviearom. TOPrOBOC HAHUMEHOBAHME | KOBKE YKA3AHBL: TOPrOBOE HAUMEHO-
penapaTa, MeXXIyHapOAHOE HEMATEHTO- | BaHUE IIpernapara, MeKIyHapOIHOe
BaHHOE HAUMCHOBAHHE HAa PYCCKOM U aH- | HEMIATEHTOBAHHOE HAUMEHOBAaHUE
TTHACKOM  A3BIKaX, JIEKAPCTBEHHYIO | HA PYCCKOM U aHIVIMICKOM SI3bIKaX,
¢opmy, n03MpoBKY, HOMEp CEpHH, AaTy | IeKAapCTBEHHas (opMa, T03HPOBKA,
UCTEUEHHUS CPOKA TOAHOCTH, HAMMEHOBA- | HOMEP CEepHH, JaTa HCTEYCHUs
HHE JepXKaTeisi PerUCTPALIMOHHOIO YAO- | CPOKA TOAHOCTH, HAUMEHOBAHUE
CTOBEpEHUSI. JiepiKaTeisl PETUCTPALMOHHOTO Y0~

CTOBEPEHHMS.
Ha xapmonnou nauxe yxasvieaiom: Top- | Ha xapmounoti nauxe yKasamwl:
TOBOC HAaMMEHOBAaHME TIperiapaTa, MEX- | TOPrOBOE HAaUMEHOBaHHME Iperna-
AYHapOIHOC HENaTeHTOBAaHHOE HAaWMe- | paTa, MEXKIYHAPOIAHOE HEMaTeHTO-
HOBaHHE HA PYCCKOM M AHIJTMICKOM $i3bl- | BAHHOE HAMMEHOBaHHE HA PYCCKOM
KaxX, HAaMMCHOBAHUE JEp)KaTellsl PEerH- | M aHTTHMHCKOM S3BIKAX, HAUMEHOBA-
CTPallMOHHOIO YAOCTOBEPEHHS, €r0 ajl- | HHE JepXKaTels periuCTPalHOHHOro
pec (cTpana, ropoa), JOTOTHN, Telle- | YIOCTOBEPEHHs, €To aapec (cTpaHa,
on/paxc; HaMMeHOBaHHE M ajipec IPO- | FOPOA), JOroTHMm, Tenedon/pakc;
M3BOIUTEIN; JIeKapCTBEHHYIO dopmy, | HAUMEHOBAHUE H A/IpEC IPOU3BOIH-
JO3HUPOBKY, KONHYECTBO CYIMIIO3UTOPHER | TeJs; JeKapcTBeHHas GopMa, JO3H-
B YNaKOBKE, HA3BAHMEC W COAEPIKAHME | POBKA, KONMYECTBO CYMIIO3MTOPHER
ASUCTBYIOIICTO BELIECTBA B OJJHOM CYI- | B yNaKOBKE, Ha3BAHHE U COJEPXKa-
NO3UTOPHH, HOMED CEPHH, JaTy MCTeYe- | HHe JeHCTBYIOMEro BEeCTBa B O/l
HUA cpoka roaHoctd («I'ofeH 10:»), | HOM CYIIIO3UTOPUM, HOMED CEPHH,
YCJIOBUsl XpaHEHMS, YCIOBHsA OTIYyCKa, | JaTa HMCTEYEHMS CpOKa TIOJHOCTH
«XpaHdTh B HemocTynHom mna jgeteit | («TogeH 10:»), yCnoBMs XpaHEHHs,
MecTe.», «Crnocod NpUMEHEHHA: CM. JIH- | YCIOBHS OTIycKa, «XPaHUTh B He-
CTOK-BKJA/bINLY, IUTPHX-KOA. Jlomoa- | AOCTYNHOM [ns jJeTed MecTe.»,
HHTEJIHO MOTYT OBITH HaHeceHHl cpel- | «Criocot NPUMEHEHHS: CM. JIMCTOK-
CTBa MICHTU(HUKALMHK (KO MPOAYKLHH, | BKIA/BIILY, INTPHX-KOLI.
CepUHHBIA HOMEp, JByXMEPHBIH IITPH- | JIOMONHUTEIBHO HAHECEHHl Cpeji-
XOBOH KOJ). CTBa UAEHTH(HKAIIHN.
IpuMeyanye: naTa NpOU3BOJICTBA BKIO- | Jlata MpoM3BOACTBA BIJIIOYEHA B
YeHa B HOMep CEPHH. HOMEP CEPHH.

12. | XpaHeHne B 3aimuineHHOM OT cBeTa MecTe, MpH B zammmensoM ot cBeTa Mecre,
TeMIepaType He Beime 25 °C | IIpu TemMnepatype He Beinie 25 °C

13. | Cpoxk roanoctu | 3 rona 3 roma

(xpanenus)

3axuioenne: Jlexapersennoe cpencreo KJIMHAAIVH cynmosuropun BarsHaabHbie 100 mr

Hupexrop denapramenta Kontpons Kagecrsa

N3x1, cepua A05072026, coorsercrByet HJT: JITTI-Ne(000099)-(PT'-RU)-051225.

ya. Kpunwiop, 5, llopymGens, p-# Kpuysenn, MD-4829, Pecny6auka MoafoBa;

bepaeran O

Crp.2m32

Ten.: (+373 22) 28-18-45; e-mail: info@farmaprim.md; www.farmaprim.md



