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JAEPIKABHA CJIVIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
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BUCHOBOK -
TPO STKICTH BBe3eHOTro B YKpaiHy JiKapehKoro 33co6y
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{HaitMeryRaHHs BEPOGHHKS AIKAPCHKOTO.3ac08Y, Kpain & TIOXOKCHEA }

Breseno B Vikpaiay. Topapucrso 3 obMexenoo BinnoBigaasnicio "ACTHO WI’AIH&“,
et wox: 42274733 S )
_(ﬁaﬁmen}fgaﬂﬂg Ta Kog 3a CAPTIOY Topuaranol ocolu-alo npissunie, s, 10 GarexoBi pizwaaot
oo - mAnpHeMns, I Miciie rposiimairns Ta peectpanidnuit BoMep 06niKOBOT KAPTKY. IHIATHIKA
- noRatKiB abo cepin Ta womep HacopTa)

T poTokon BIsyANLHOI0 KOBTPoMI0 Bil 15.09.2023 N 2381 /2.

38 PElyABTATAMH  HEPKABHOTG - KOHTPOTO BCTAHOBAEHO, UG HKAaposkuil 3aci5 Bnesess s VKpaty 3
-',D;{}Tpﬂ MAHHAM suMOT 3ak0H0aRCTEA iono sabesneycHus AKOCTI NKapeh KX 3acobin,




NOroTUN KOMNAHIT
(MEPEKNAN)

CEPTUDIKAT BUMYCKY | BIAN OBIOHOCTI GMP

| Ha3ga nboﬁﬁfy:fpw—mmiﬂ@ Kancynu tsepgi no 100 mr/20 mr/10 mr Ne 28 (VKPA'I;HA)'

Koa 1308197

Cepis: T001
Hara BupobHuirea; 15-02-2023 lMocTapka:

L TepmiH npuaaTHocTi: 02-2026 Po3amMip cepii: 10129 VI
Rara sunycky: 04-08-2023

“ Saﬁaa npo c:epmcb'ikéuir'o: |

LvM niaTeepaxyio, WO -BULLIEBKa3aHa iHpopmalia e AOCTOBIPHOI | TOYHOW. [JaHa Cepia nponykuii |
'| BUTOTOBIEHA, BKMIOYEIOYH YNaKoBKY/MapKyBaHHSA | KOHTPOML SKOCT Ha BKasaHIn AiNbHULI(-UsX) y NOBHIK
BIAMOBIAHOCTI 3 BUMOramu GMP micyesum PerynsitopHum OpraHoMm, a Takox Y BIANOBIOHOCTI 3i
| CnelugikallisMn, Lo MiCTUTLES B-PeempaufﬁHomy Hocbe KpatHu-imhoprepa . yu B AOCbE cneundikaLlin
Ha npenapat ans docn i,D,}I{YBaHOFO'ﬂiI{apCbKDrD 3acoby. MpoTtokonu BUPODHULTBa, ynakoBky Ta aHanisy
Synu nepernsivyTii BCTaHOBNEHO BianosiaHicTe GMP.

1 Apumitkn go BURYCKY:

[Nianuc] YnoBROBaXEHa 0co6a
[MevaTka] 3aTRepaKEHO Bifainom 3abesneyeHHn aKkocTi
[mopia CopiaHo CoTto

04/08/2023 14:52

Crop. 1ia1
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NTOroTHN KOMMAHII
(MEPEKNAA)

CepTudikar ananiay Peppep IHTepHalioHans, C.A.,

ml'.lpo,'u,yl{T: TpuHOMIn® HE.H'“I.C‘;'..'IM réepp,i no 100 mr/20 mr/10 mr Ne 28 (YKPATHA)

Koo 1308197 o S Cepisa: T001
Poamip cepii: 10129 V1 Aata BupobHMUTBA: 15-02-2023
TepMiH npuaaTHocTi: 02-2026

| Cepist HepoadacoraHoro npoaykTy:  23E2633 2046764 2381099 2046766
__23B1000 2046768 23C15866 2046773

NMokasHuku PesynbTtar Bumoru

|_PismKo-ximiunmii KoHTpons

Onwuc kancyn Bignoseigae Henposopi, Teepai »enatunosi Kancynu posmipom
HOMEp 0, 3 KOopnycoM Ta KoBRAYKOM Bnigo-
POXEBOro Xonsopy, 3 Hanucom "AAR 100/20/10",
WO  MICTATL ABI TabneTku auerTuncaniunnoeoi
KWCNOTU, BKPUT NRIBRKOROIO obonorkoro, Ginoro abo
Maike BINOro Konbopy 3 rpagijoBanHsM "AS", ggi
Tabnetku aropBacTaTUHy, BKPWUTI  MMNiBKOBOID
oboroHKol, denenysato-Byporo  koneopy 3
rpasitoBalHaM "AT" | OAHY TabneTky paminpuny,
BKPUTY NNIiBKGBOW 0BONOHKOW,  BRiNO-KOBTOMG
KOJThOpPY 3 rpasitoBaHHAM "R1"

MNae H.THCIJ ikaLis

AueTuncaniuunoea Kucnota (BEPX) [1o3UTHBHO IosuHHO BipnoRinaTw CTaHpapTy
AdeTuncaniuvnora Kucnota (Yd) MoanTneHo MoBuUHHO BlanosigaTy CTaraapTy
ATopBacTaTuH (YBEPX) MNoantusHo NoBWHHO BignoBiaaTY cTaHaapry
ATopRacTaTuH (YD) (To3uTUBHO MosuHHO BignoBizaTU CTaHnapry.
Paminpun (BEPX) T1oanTuaHo ToBWHAHO BignosigaTu CTaHAapTy
Paminpun (YO) o | MNoautusHo o _'I'IGBMHHD'si,qnoai,anw'-cTaH,qapTy-
TecTu
Po3napanHs 15 He Ginbtie 30 xsunuu
BmicT BOAK 3.2 He Ginblue 6,0 %
ORHOpIAHICTE AO030BAHUX O AUHULL
AleTuncaniyunoea kucnora Bignosinae [MoBuHHO BignOBIgaTH (€Bp. Dapm.)

{ piBeHb L1)
ATopBacTaTuH Biwnosigae | o0 BiANoBigath (Esp. Papm.)

( piBeHb L1). |
Paminpun _B'{JHUB'ﬂaE NosuHHO BignoeinaTH (€Bp. Papm.)

{ piBeHb L1)

Aol
AaTta ananisy: 04-08:-2023 08:57 L@ rywd” ﬁ‘aaeg:-;.an'r;-;ei: 04-08:2023 11:33. -
CraTtyc 3aTBepAKEeHO - A ' 15 J o & Hateepaxenns aabeaneveis AKOCTI . 3aTREPAKEHE  [nignuc]
‘Bxoppi Tom Mapcia 2ol AR ffBearpis Byecr Mxumeno
KoHTporib sikocTi [rignuc] : ' 3aGesrieyeHHn AKocTi
- %‘fﬂ

~eaapugikalin. 1308197 TRINOMIA100/20/10 28C UA (génfver: 4/1)
2046764 TRINOMIA 100/20/10 AAR UA (gen/ver 171y
2046773 ATV 10MG COMP.REC.(AAR) UA (geniver: 1/1)

L 2046768 RAMIPRIL 10MGCOMP.RECAAR UA (gen/ver: 171y

[nedatkal 2046766 AAS 50MG COMP. REC. AAR UA (geniver: 1/1)

BHYTPIWHIA KoA KOMAEHIT




NOrotnn KOMNARIT
(MEPEKNALN)

CepTuhikaT aHan I3y Deppep IHrepHaLjioHans C.A.

ﬂpD,EWHT .fpﬁﬂomiﬂ@ H'an.ty.nﬁ Téep,b,i no 100 mr/20 mr/10 mr No 28 (YKPATHA)

Kog 1308197 o o Cepis: T001
Poamip cepii: 10129 v Aata Bupo6HuuTea: 15-02-2023
TepMiH npunaTHocTi: 02-2026

Cepin HepoadacosaHoro NpoAykTy: 23E2633 2046764 -23B1099 2046766
23B1000 2048768 23C1568 2046773

lNoKasHuku Pesynbratn Bumoru
| PO34YuHeHHA
AlUeTuncaniymnora KUcnoTa (BEPX) Bianosinae Q=80 % 3a 30 xBunun (BiAnosigae €ep. Papm.)
| (PiBeHL S1)
| CepenHe aHaveHus 97 1-81:2Q+5% (285%)/52a6053: 20 (280 %) (%)
MiriMansHe sHayerHs 94 Ans indopmanii (%)
MakeumantHe sHavenss 100 Ana indopmadii (%)
ATopBacTaTuH {(YBEPX) Bidnoeigae Q=75 % 3a 30 xBunup (BifinoBinac €np. ®apm.)
(piBeHb S1)
CepeaHe aHayeHus 97 S1 2 Q+5%( 280%) /82 abo §3- = Q{275 %) (%)
MiHiManbhe aHavenis 88 Ans indopmadii (%)
‘MakcumansHe 3Hauenns 104 | Ans indopmari (%)
Paminpun (BEPX) Biaroeigae Q=80 % 3a 30 XBUNWH (Bignosigac €8p. bapm.)
(piBeHL S1)
CepeaHe 3HAYEHHS 102 S1:2Q+5% (= 85%) 782 abo 83.> Q (Z80 %) (%)
MiviMarneHe zHavenis: 99 Hns iHcbopmaii (%)
MakcumanbHe sHauenHs 105 Ans incopmauii (%)
|_KinbkicHe BU3HaveHs
| Auetuncaniuunosa kucnora (BEPX) 102,3 95-105 (%) Bia 3asBneHo KINbKOCTI
ATopBacTaTuH {(¥YBEPX) 100,3 95-105 (%) Big 3asenenof KINLKOCT]
_Paminpun (BEPX) 101,3. 95-105 (%)-Bia 3asgeneHo] KIMbKOCTI
CTopoHHi nomiwkm
AueTuncaniumnoga Kncnora (BEPX)
Caniynnosa kucrnora 0,11 =0,5 (%)
Byae-ska inwa gomiwka <0.05 =0,2 (%)
CymMa nomiwok. 0,11 £0,7 (%)
CroponHi pomiwkn ATOPBACTATUH
| (YBEPX) -
Aomiuika D <01 <0.5 (%)
HAomiwka H | oo =01 | 205 {%) |
fara ananisy: 04-08-2023 - 08:57 Hara: 04-08-2023 11:33 L s L
Cratyc 3arterepKeHo 3aTeRepAXEHHs 3abe3neusHH SKoCT] > 3areepAxeHo”  [nignuc]
Hxoppi Tom Mapeia beartpis Byect kumeno
KoHTponb skocti [mianue] 3abeaneyeMHa AkocTi

Cheludpikalis; '13081'9?'TR|N0M|A100f2‘0£'10'280 UA-(gen/ver: 4/1)
2046764 TRINOMIA 100/20/10 AAR UA (geniver: 1/1)
2046773 ATV 10MG COMP.REC.(AAR) UA (geniver: 1/1)

. 2046768 RAMIPRIL 10MGCOMP.RECAAR UA (gen/ver: 1/1)

[nevatka] 2045766 AAS SOMG COMP.REC.-AAR UA (geniver: 1/1)

CTop. 2 i3 3




JOroTnunN KOMMAHIM
(MEPEKNAL)

CepTtudikar aHaniay ®eppep IHTEpHAaLiOHaNE, C.A.

MpoaykT: Tpnromin® kancynn TBepai no 100 mr/20 mr/10 mr No 28 (YKPATHA)

| Kop 1308197 - L Cepis: T001
| Po3mip cepii: 10129 vi AaTta BupoGuuutea: 15-02-2023

Tepmin npugaTHoCTi: 02-2026
Cepis HeposdatosaHoro NPpoAyKTy: 23E2633 2046764 2381099 2046766

23B1000 2046768 23C1566 2046773

MokazHuku Pesynbratu Bumorn
byae-sKa iHwa gomiluxa < 0,1 =0.2 (%)
Cyma gomiwox <Q,1 =1.0 (%)
CTopoHHi gomimkn Paminpun {BEPX) |
Howmittka D (Paminpun AUKETONINEPa3nH) 0.09 = 1.0(%)
Oomilka E (Paminpun Aiauua) < 0,05 =0.5 (%)
byae-gka inwa pomiwka <0,05 = 0.2 (%)
| Cyma gomiwox. o 0,14 =1.5 (%)
Mixpo6ionoriyna yncrora
TAMC <10 He Ginbie 103 KYO/r
TYMC'__,_ _ . <10 He Dinblue 102 KYOQ/r
Escherichia coli | Bignoeinae BIACYTHICTb Escherichia colis 1

MpumiTen go BUMYCKY:
Ana Tecty poaunHeHys PE3YyNeTaTU CepeaHix 3HaueHb, BU3HAYEH MaKCUMYMU | MIHIMYMW NOBUHHI GyTu npeacraeneni.

KOHTPOMO akocTi.

‘Cuna giifaktuenicts: 1 Kancyna mictute 100 Mr kucrnoTh auvetnncaniuunoso’, 20 mr aTopBacTaTuHy- (y BUrnagi
ATOopBacTaTUHY KanbLio TPUriapary) Ta 10 mr pamin puny.

Bua Ta poaMip ynakosku: no.7 kancyn.y Gricrepi; no 4 6nictepu B KapToHHIN Kopobui.

Tlixapceka dopmar Kancynu Teepai no 100 mr/20 mr/10 mr.

PeecTpauiiive nocsigueHHs s YrpaiHi: Ne UA/15408/01/01

BupobHuk: Peppep IHTepHayionans, C.A.

BupoBHuua pinernys: HxoaHn Byckanna, 1-9, CAHT-KVT, AT-DEN-BANEC, 08173 bBapcendHa

Homep niuensii: MIA-0183

KpaiHa-smpoBHuK: Ienaxis

Hara araniay: 04-08-2023. 08:57 |  ta f ata: 04-08-2023 11:33 s -
Cratyc 3areepaxeHo AT L g PATBEPANKEHHA 3aBE3NeYEHHs SKOCT] « 3ateepgxero [nignue]
Oxopai Tom lMapcia / >earpiaz Byect bkumeno

KoxTpons akocri [nignacj 4/ 3aGeaneveHus akocTi

1308197 TRINOMIA100/20/10 28C UA (geniver: 4/1)
2046764 TRINOMIA 100/20/10 AAR UA (gen/ver- i1y
2046773 ATV 10MG CO MP.REC.(AAR) UA (genfver: 1/1)

2046768 RAMIPRIL 10MGCOMP RECAAR UA (gen/ver: 1/1).

[neuatka] 2046766 AAS 50MG COMP.REC. AAR UA (gen/ver: 1/1)

BHYTPItinii koa kominauii

Crop.3i53




