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JAEPKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOIIO 3A
HAPKOTHUKAMM Y KHIBCHKIA OBJIACTI

npos. CeiTinynoi Hanil, 3, M.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
Mpo AKICTH BBE3€HOI0 B YKpaiHy JiKapcbKoro 3aco0y

01.04.2024 Ne 10175/24/10

HEIJOKCUM®

(HaitMeHyBaHHS JIiKapcbKOro 3aco0y 3rifIHO 3 peecTpauiifHHM NMOCBiTYEHHAM)
TabaeTKkH BKPUTI MJIIBKOBOIO 000J10HKO010, 110 200 mr, mo 10 Tabaerok y 6aicrepi; mo 1
OJicTepy Y KapTOHHIH ynakoBui

(dopma BUIyCKy, 103yBaHHA, BHJl NaKyBaHHA JiKapcbKoro 3acoby)
Howmep peectpauiitioro nocsinuenns UA/14455/01/02 ctpox pii peectpauiitnoro nocsinuenns 01.01.2099
Cepis mikapcbkoro 3aco6y Ne ODPTI23009A KinbkicTs BBe3€HOTO Nikapcwkoro 3acoby 33180

Bupo6Huk Aypo6inno @apma JIta. YOuit VI, Binok D, Inais

(nafiMeHyBaHHs BUPOOHHKa JlikapcbKoro 3acofy, KpaiHa MOXOMKEHHS)

BaeseHo B Ykpainy ToBapHcTBO 3 06MexxeHol0 BitnosinanbHictTio "ABPUJI ®APM",
inen. kon: 38925845

(naiiMenyBanHg Ta ko 3a €JIPTIOVY ropuanunoi ocobu abo npiseuiue, iM's, o 6aTskoBi GizMaHOT
oco6u - mianpueMus, ii Miclie MPOXXUBAHHA Ta peecTpaLifHui HoMep 06MTiKOBOT KapTKH TUTATHHKA
noxnatkis abo cepis Ta HOMep nacrnopra)

Mporokon BisyannHoro kourpomo sia 14.03.2024 Ne 0395/3.
JlabGopaTopHuii aHai3 AKOCTI JIIKApChKOro 3aco0y 3MIHCHEHHIA:

JII "LienTpansHa nabopatopis 3 aHani3y AKOCTI JIIKAPCHKHX 3ac06iB 1 MEIHYHOI POAYyKIIii"
(m.Kuis, Byn. Kynpsscbka 10r M.KuiB, Byn. Kyapssceka 8B Kuisceka o6nacts, ¢. Hosi [lerpisi,
ByJ. IBana ®panka, 19)

(HaliMeHyBaHHS Ta Micue3Haxo/UKeHHs 1aGopaTtopii, o nposena 1a6opaTOpHHIl aHa3 SKOCTi)

BuCHOBOK W00 AKOCTI JiKapcekoro 3acoly, Buaanuii nabopartopiero Bin 29.03.2024 Ne 0617

Pe3ynbTaTi 1a60paTopHOTO aHAi3y SKOCTI JIIKApCHKOro 3acofy 3a nepeBipeHUMHU NMokasHUKaMu BiMOBIAAIOTD
BMMOraM MeTOiB KOHTPOJIO AKOCTI (aHAIITHYHO-HOPMATHBHOT JOKYMEHTAIliT).

3a pesyneTaTaMu JEPKABHOTO KOHTPONIO BCTAHOBJIEHO, WIO JIKapChbKMH 3aci6 BBe3eHo B VkpaiHy 3

AOTPHUMAHHHAM BUMOT 3aKOHOAABCTBA 10/10 3a0€3Me4eHHs AKOCTi NiKapChKHX 3aco6iB.
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Aypobinzo

CEPTU®IKAT BIANOBIAHOCTI

1. HalimeHyBaHHA NPOAYKTY LIEAOKCUMS®, Tabnetku, skputi naiskosoio 06010HKoI0 no 200 mr
2. Kpaina-imnoprep YKpaina
3. Homep peecrpaniiiHoro UA/14455/01/02 sig 15.06.2020
nocBigUEeHHRA Crpok aii peectpauiitHoro nocsiguenHa: HeobmexeHui
4. Cuna pii Uednopokcum 200 mr
"5, Nikapcbka popma TabneTtku, BKPUTI NNiBKOBOI 0B0NOHKOK
6. Po3mip Ta TUN NakyBaHHA 10 vabnaeTok B baicrepi, 1 BaicTep 8 KapTOHHIN ynakosuyi
7. Ne cepii roroBoro npoayKty ODPTI23009A
8. KinbKicTb roroBOoro npoaykry 8 33180 ynakosku
ynakosuj
9. Hara supobunursa 10.2023
10. | Tepmin npuparHocri 09.2026
11. Ha3Ba Ta agpeca sBupobHuka Aypobingo ®apma ita., IOHIT VI, Baok D
SY No 329/39 ra 329/47 cennwe Hitrya, Maranuepy MaHaan, okpyr
Mepak, wrat TeaauraHa, 502307, Inaina
Tenedow : 08455-226037, 226684
dakc: 08455-226036
HOpuandHa agpeca: Maor Ne 2
Maittpusixap, Ameepner,
Xinepabaa-500 038, AN, IHAiR
Tenedon ;: +91-40 6672 5000
®axc : +91-40 2374 6833, 2374 1080
12. | Niyensin Ha sBupobHUUTBO 78/MD/AP/96/F/B/R
13, Pesynbrary aHanisy Ceprugikar ananisy Ne 06FP23001855 aonaertbca
14, Komenrapi BigcyTHi
15. 3anBa npo ceprudixauio

Lium A noceiayylo, Wo suuleHaseerHa iHpopmauia € 40CTOBIPHOKX Ta TOUKOI0. LiA cepia npoaykuil byna
8upobaeHa BRAIOYAIOUM NaKYBAHHA/MEPKYBAHHA Ta NPOBEAEHHA KOHTPOMIO AKOCTI Ha BMWEeBKasaHik
AinbHUUi y nosHit signosigHocti 3 sumoramu GMP, BCTaHOBAEHUMU MICLEBUM PErYNATOPHUM OPraHom,
a TaKoM y BignosigHocTi 40 cneundikauint peecTpauinkoro pocke. MpoToKoAU BUPODHWULTBS, NAaKyBaHHA
Ta aHanisy Byau nepesipexi Ta BCTaHOBMEHO BIANOBIAHICTE GMP.

flignwvc ta gara: nidnuc [ 12.01.2024

Mib: K.B. Mannikapion

Mocaaa: 3aCTyNHUK reHepanbHOro MeHeAKepa yNpasAiHHA AKICTO

Tepeseneso sipHo:
Ynosuorawena ocoba TOB «ABPHJT GAPM»
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AYPOBIHIO Aypobinpo dapma Nra., IOHIT VI, Briok D

SY Ng 329/39 va 329/47 cenmue Mivkyn, Naranuepy Mangan, okpyr Megak, wrar Teaanrana, 502307, fugis

CEPTHOIKAT AHAJII3Y

(FOTOBWH IMPOJYKT)

. Haiimenysauns npoaykry: IIEAOKCHM®, tabnerky, skpuri nuiskosoio ofononkoio no 200 mr

Koa npoayry STDPB4B2 Tenepus “ptl:;”;zf;‘_’::éggm 3nir Mo 06FP23001855
Pomip cepii 350000 adne ;s 6 102023 Tepuin 09/2026
Mip cepii 3 radaeror Aara supodnnursa 2 S 202
Homep cepii ODPTI23009A Cuenndixauin No FPS/STDPB4B2-0-00 VYuakoska | 1x10 s Gnicrepi
Ne INOKA3HHKH PE3VJALTAT CHEUHDIKALIA
! Onue TalaeTki, BKPHTI N1IBROBOKO Tabaerku, BKpUTI NAIBROBOIO
obanoukoio, osanbiol Hopmu, obonoukoo, oswmHol gopmu,
HEPBOROTD KONBOPY, 3 THCHEHHAM «Ch | YCPBOHOIO KOABOPY, 3 THCHEHHAM «Cy
3 oanoro Soky i «62» - 3 inworo 3 oanoro Soxy i «62» - 3 inoro
2 Lienvndivauis Hac yrprMysasng nikis uerogokcuma | Yac yrpuMyBanns nikis uegmogoRcHmMa

Meroinom BEPX

npoxcernay R-enimepa i
uednonokeMa npokceriLry S-enimepa
Ha xpoMarorpamax sunpodysaxoro i
CTAHIAPTHOTO POIUHHAX, OTPHMAHUX
ApH KLIbKICHOMY BH3HAUCHHI,
36iraoThes

npoxceruny R-enimepa i
HedrogoKCHMA NPOKCETHIY S-cniMepa
Ha Xpomarorpamax sHnpolysanoro i
CTaHAAPTHOTO POIYHHAX, OTPHMAHHX
APH KIALKICHOMY BHIHRMEHHRI, NO8HHHI
36iraTnes

Tad

Cepeansn maca

467,23 mr

463,50 mr+3,0%
(449,60 mr - 477,40 mr)

k| Pasuunenna (Cd-meroa) Minimys: 94 % He menu vik 70% (Q) sia srazaHol ua
Makcumym: 97 % YRAKOBUI KILKOCT] UehNOAOKCHMS
Cepeane: 96 % (CisH1NsOsS;z) nOBHIHO POIYHHATHCH
3a 30 xsuanu
5 Oanopianicrs 20308201X 0ANHKUL 1.4 He Ginsine 15,0
{(saresmii Meroa)
o Kisbricue susuasieuns (meroa BEPX)
6.1 Komua rafierka, sepura naiskosoio 203,74 mr 190,00 - 210,00 mr
oboaoekoi0, MicTHTL: tedrosoReHMa
APORCCTHAY EKBIBRICHTHO
‘ Hednoaoreumy (CisHiiNsO6S2)
6.2 Zansaennit smicr 101,9 % 95.0% - 105.0%
7 Cynyvui nomimikn (BEPX)
il Tansizyanaens pizoma cynyvus 10Mmitika
71,1 1 Uedmozorcima aporcerua-Al-isomep 0,66 % miM He Ginsiue 5.0 % w/m
212 Hedmoaorcuma nporcerna anru isomep - | Huwue LOD(0.076) He Ginsiue 1.0 % m/m
I
7.1.3 | Hedmoaonensa nporceradt anry somep - | Hinkde LOD{0.076) He Ginsiue 1.0 % m/M
3

7.1.4 | Kucaora nednojgorcisma

0,07 % minm

He Ginswe 0.5 % minm

7.1.5 | byab-axa A0Mit1Ka 3 BLINOCHIM “acom
yipumyaanus Stanu 2,0

0.08 % M

He Ginbwe 0.5 % Mm/m

7.2 Byab-sika inma neigenrndivonana 0.04 % wm/in He Ginsme 0.2 % m/m
Aomiuika

7.3 Cyma noMimok 0,96 % mim He Ginbiue 8.0 % m/M

8 Mixpotioaoriuna uscrora

8.1 Saragnua xiawkicrs sepobunx Mene 50 KOE/r He Ginbme 1000 KOE/N
sirpoopranizstis (TAMC)

8.2 3araasna klabkicrs Meuwe 50 KOE/r He Ginswe 100 KOE/r

Apisarepux/ricussux rpubris (TYMC)

8.3 Cuoeundiuni mikpooprauismu
Escherichia Coli

Biacyrhi

Mawts Oyvi sigcyTHi

Mpusmirka: IATBEPJIKEHO (spasex sianosizac cnenndirauii)
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JIEPKABHA CJIYVIKBA 3 JTKAPCHLKNX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTUKAMHI Y KMIBCHLKIA OBJACTI

npos. Ceitmunoi Hazii, 3, M.Kuis, 02099, Ten/akc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Koz cJIPTIOY 37078774

BUCHOBOK
npo sIKicTh BBE3eHOro B YKpainy AikapcebKoro 3acody

04.02.2025 Ne 1085/25/10

EJOKCHUM®
(adivenyBanns Jikapebkoro sacoly U0 3 PEECTPALLFiHHM ITOCBIAMCHIAN)
Ta6JIeTKH BRKPUTI MJIIBKOBOIO 000J0HKOI0, 110 200 mr, o 10 TaGaerox y 6aicrepi; 1o 1
GaicTepy y KapTOHHIl ynakosui
(popMa BHITYCKY, JO3YBAHMS, BI)L HAKYBAHHS nixaperkoro 3acoby)

Homep peceTpauifHoro mocsiueHHs UA/14455/01/02 crpok nii peectpauiitnoro 1nocsiguenns 01.01.2099

Cepis ikapenkoro 3acoby Ne ODPTI24010A KinskicTs BBE3EHOT0 Nikapcbkoro 3acoby 33480

Bupobuux Aypo6iuno apma JITm. [0uit VI, Biox D, Tuais
(naitmenyBanis BUpoGHmKa Jrikaperkoro sacody, kpaita TIOXOJUKCHTIS)
Beesero B Yipaiiy ToBApPHCTBO 3 06MEKEHOI0 BIANOBIIANLHICTIO "ABPUJI ®APM",
inent. kox: 38925845

(rafiventysanns Ta ko 3a CHAPTIOY topuanunol 0coBY abo MPI3BUIIE, iM's, 110 GaTBKOBI (isnHHOT
0co6M - iAnpHeMLs, Ti Miclle NTPOXHBANIS T4 peceTpaltiitumii Honmep 00iKOBOT KApTKH TUTHHKA
TIofaTKiB abo cepis Ta HoMep NacropTa)

TIpOTOKO Bi3yaIbHOTO KOWTPOJIO Bl 20.01.2025 Ne 0069/2.

JlaGopatopruii ananiz AKOCTi AiKkapchkoro 3ac00y 3nifcHeHHH:

JIT "LenrpanbHa 1abopaTopis 3 aHamisy AKOCTI JIIKAPCHKUX 34c0BiB | MEAUUHOT npoayKuii”
(m.Knis. yn. Kyapsscbka 10r m.Kuis, Byn. Kyapsscbra 8B Kuischka obnacts, ¢. Hosi Ilerpisui,
ByJ1. IBana ®panka, 19)

(HaiMenyBalHs Ta MiCUE3HAXOKEHH naGopatopii, 1o nposena nadoparepmii aHasi3 sKocTi)

BHCHOBOK 110J10 AKOCT] Jlikapehkoro 3acoby, Buiannit naGoparopieio Bin 03.02.2025 Ne 0109

PesynbTaTi 1a60paTOPHOro aHalisy skocTi nikapcbkoro 3acofy 3a nepeBipeHMy fokasHuKkamn BIAMOBIAAIOTEH
BUMOFAM METOAIB KOHTPOMO SKOCTI (aHAITHYHO-HOPMATUBHOT JOKyMeHTaLil).

Ja pesyibTaTamMi  ACPIKABHOTO  KOHTPOMO ~ BCTAHOBEHO, IO nikapcbkui  3aci6  Beeseno B Yipainy 3

JOTPUMAHHIM BUMOr 3aKOHOLABCTRA LLOKO 3a6e3reueHHs AKoCTi JikapcbKnX 3acoGis.
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Aypobirio

CEPTU®IKAT BIZANOBIAHOCTI

Hawv\ewaanmz npo,q\my

(pama xmnomep “

S}k‘pa}'ua

Homep peecrpauiitoro
; _nocui/,weHHﬂ

UA/14455/01/02 Bip, 15.06.2020

uEﬂOHCMM‘-", TaBARTII, BKPUT NAIBKOBOIO 0600HK0I0 N0 200 Mr

: Cuna aii

Uednonorkcum 200 mr

¢ NikapcbKa dopma

TabaeTku, BKPUTI NAIBROBOI 0BONOHKOK

Po3mip Ta THIT NaKyBaHHA

10 vabaeTok B Gaicrepi, 1 Baictep 8 KAPTORHIA ynarosu

- N cepli roTOBOrO NPOAYKTY

ODPTI24010A

CKiNBKICTH FOTOBOTO NPOAYKTY 8
© ynaxosui
¢ Para wpo()nmmua

i TepN\iH npm;amocri

T
BTI0T

33480 ynakoBKy

| Ha3sa va aapeca sUpoBHUKa

Aypobinao dapma N1, KOHIT VI, Bhok D

SY Ne 329/39 1a 329/47 cennule Yitkyn, Nataruepy Mannasn, orpyr

Megpak, wrat Tenanrana, 502307, IHain

Sliveusin Ha sUPobHRUUTBO

78/MD/AP/96/F/B/R

f Pesynbratut asanisy

Ceprudikart ananisy Ne 06FP24001189 noAaeTbCA

" Komerrapi

Bipcyrsi

; da,ma npo ce Jmcpmauuo

| Lnm g nocsiadyto, Wo erileHaseaeHa iHpopmauin € ,m,ocrompnoro ta TOUHOKO. Ln cepia npop,ymm GWM
L BMpOBNERA BKAIOYAIOUV MARYBAHHA/MAPKYBAHHA Ta NPOBEACHHA KOWTPOMO AKOCT] Ha BULLEBKAZAHIA
‘ AbHRLT Y NOBHIR 8ianosigHOCTI 3 Bumoramn GMP, BcTanoBARHUMN MICLLEBUM PEIYNATOPHUM OPraHom,
L d TAROK Y BIANOBIAHOCTI KO cneuundikauin pesctpaliftHoro Aocse, MNpoTorenn BUPOOHUUTEE, NaKYBaHS
ra ananisy by nepe RIpEHI Ta BCTAHOBACHO BIANOBIAHICTL GMP.

Mianue 1o jaara: niony

MHE: KB, MannikapioH

Rel SOP APLGRF-GEN-QG L6

Hepeseacno sipiio:
Ynosnosakenn 0coda TOR «ABPHIT OGAPM»

wic /23.10.2024

HoCa/Ma: TeHepanbHUil meHepkep 3 3abesneyerts AKocTl

Ny sy 0.0,




I Aypobingo ®apma firp,, HOuly Vl Bnok D
| SYNe329/39 va 329/47 cenviue Yirkya, 1l
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Hepenseaeno sipio:

YIosnouwrena ocoba TOB «ABPI DAPMy




AEPKABHA CJIYIKBA 3 JJIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTUKAMU Y KHIBCBKIN OBJIACTI

npos. Ceitnuynoi Hapif, 3, M.Kui, 02099, ten/daxc: (044) 576-40-41
E-mail: dIs.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo sIKiCTh BBE3€HOr0 B YKpaiHy JikapcbKoro 3acody

18.04.2025 Ne 13202/25/10

HEJOKCHUM®

(HaliMeHYBaHHS JiKapebkoTo 3aco0y 3TiHO 3 PECCTPALIIMHIM MTOCBITUEHHSM)
Ta0J1eTKH BKPHTI ILTIBKOBOIO 060J10HKO0I0, 10 200 Mr, o 10 Tabierox y 6icTepi; mo 1
0JlicTepy y KapToHHIil ynaxoBii

(dopma BumyCKy, NO3YBAHHS, BUX [TaKYBaHHS JIIKApCLKOTO 3ac00y)
Howmep peecrpauiitnoro nocsinyenns UA/14455/01/02 crpox nit peecrpauiiiroro nocsizgenss 01.01.2099

Cepis nikapcwkoro 3aco6y Ne ODPTI24013A KinbkicTs BBE3€HOTO MTikapcrkoro 3acody 33390

Bupo6uux Apr6iHJIO ®apwma JlTa. I0umit VI, Bnok D, Innis

(HatimenyBaHHd BUpOOHMKa MiKapChKOro 3ac00y, KpaiHa MoX0KEHHS )

Beesero B Vipainy | Tosapucrpo 3 06Mexenoro BinnosigaasuicTio ""ABPUJ ®APM",
inent. kox: 38925845

(natimMenysanns Ta xon 3a €PTIOY ropuantHoi 0ocobu abo rpiseuiie, iM's, o 6aThkoBi isHuHOT
oco6u - mianpuemus, if Micue NpoXUBAHHS Ta peecTpalifHUil HoMep 06NiKOBOT KAPTKY MITATHHKA
noaartkie abo cepis ta HoMep nacnopTa)

Mpotokoa BisyanbHoro kourpomo six 20.03.2025 Ne 0832/2.
JlabopartopHuit ananis skocTi Jikapckkoro 3acoby 3ailicHenuit:

HIT "Hentpanbra mabopaTopis 3 aHaNi3y SKocTi TiKapchKux 3aco6iB i MeaudHol IIpoxyKiii"
(m.Kuis, Byn. Kynpascexa 10r m.Kuis, Byn. Kynpssceka 8B Kuiscska o6tacts, c. Hosi Iletpisui,
ByJl. IBana ®panka, 19)

(HalMeHyBaHHA Ta MiCLE3HAX0KEHHs Taboparopil, Wo npoBea Na6opaTopHui aHanis SKOCT)

BucHoBok wozo sxocTi nikapekkoro 3acoby, Bunannii na6opatopieto Bin 18.04.2025 Ne 0551

Pesynbrath na6oparopHoro ananisy skocTi liikapcbkoro 3acoby 3a nepeBipeHUMH NMOKa3HHKaMu BiATIOBINAOTD
BHMOraM METO/IB KOHTPOMO AKOCTi (aHali THYHO-HOPMATHBHOT TOKyMEHTALLiT).

3a  pesynbraTamMu  JepiKaBHOTO KOHTPONIO BCTAHOBNEHO, WO JliKapchkWii 3aciG BBeseHo B Vkpainy 3

AOTPHUMAHHSAM BUMOT 3aKOHOAABCTBA L1010 3a6e3reYeH s TKOCTI TKapcbKUX 3acobis,

KOHTPOJIO) (miaame)







Aypobimo

CEPTUGIKAT BIANOBIOHOCTI

1. | HaitmeHysanHa npoaykry UELOKCUM®, TabineTiu, BrpuTi NATBKOBOIO 06OAOHKOI NO 200 Mr
2. Kpaiua-imnoprep YKpaina
3. Homep peecrpauitivoro UA/14455/01/02 8ip, 15.06.2020
nocsigyedHn
4, Cuna pil Lledrnomokeunm 200 mr
S, Nikapcoka Gopma Tabnetku, BKPUTI NAIBKOBOIO 0B0NOHKOIO
E. Pozmip ta Tn nakysanua 10 rabnerok 8 6nicrepi, 1 6nicrep 8 KapToHKIl yriakosui
7. Ne cepii rorosoro npogykry ODPTI24013A
3. KiabKicrs rorosoro npogykry B 33390 ynakosku
yrarosuj
9, Hara supobuuyrsa 11.2024
10, Tepmiu npugaryocri 10.2027
11. Haszsa ta apapeca BUPoBHUKS Aypobinao dapma frg., HOHIT VI, Baok D
SY Ne 329/39 ra 329/47 cenuwe Hitryn, Nataruepy Mangan, okpyr
Megpak, wrat Tenanrana, 502307, AR
12, Jliuensia Ha BUPOBHUUTBO 78/MD/AP/96/F/B/R
13. Pesynbrartu ananisy Ceptudixkar ananisy Ne 06FP24001616 HOLAETLCA
14. Komenrapi BincyrHi
15, 3ansa npo ceprudikauyio

Livm a nocsiguyo, wo BrlleHaseena iHGopmauin € LoCToBIPHOK Ta TOUHOIO, Un cepin npoayxuii 6yna
BupobaeHa BRAOYAIOUM NaKyBaHHA/MAPKYBAHHA Ta NPOBEAEHHA KOHTPOIO AKOCTI Ha BUILEBKa3aHM
AlneHuUl Yy nosHI% sinnosiaHocT 3 sumoramu GMP, scTaHOBAEHUMY micueBUMm PETYNATOPHUM OpraHom,
@ TaKOX v BifnosiaHoCT! 40 cneundikay)i peecTpauiitHoro f4ocse, MpoTokoau BUPOBHULTBA, NaKkyBaHHA

Ta aHanizy byam nepesipeHi Ta BCTAHOBNAEHO BIANOBIAHICTE GMP,

(ianue Ta gara: pidnuc / 30.12.2024

Mib: K.B. Mannikaptox 7
/’é A A O V2 &

Nocapa: redepansHuii mexeep 3 3abe3neueHHs aKoCT = (f'
L ol vt O’(

Ref. SOP: APL-GP-F-GEN-0016

Hepenseneno sipro:

Yuosnosakena ocoGa TOB «ABPUIL GAPM»» Ty suuyk 0.0,



AYPOBIHO Aypobinpo dapma Nra,, KOnir VI, Brok D
SY Ne 329/38 a 329/47 cenuue Yirkyn, Naranuepy Mangan, oKpyr Meaax, wrar Tenasrana, 502307, Ingin '

CEPTUOIKAT AHAJIIZY
('OTOBUM TPOLIIYKT)

Haityenysaung npoaykry: HEJOKCUM®, tabnericn, srpiri 0aiskosoo 06010HK010 110 200 Mr

Koa nponyicry STDPBAB2 Tenepnn _ Hepnanotciny Suit Ne O6EP24001616
npokcerwsa vabnerkn p o TR e
Posi . ) " N Tepssiu ;
a3mip cepil 350000 rabnerok Haea supoimyrss 1172024 ) . 1072027
HpuaaTHOCT "
Homep cepii ODPTI24013A Crnenydixanis Ne FPS/STDPBAB2-0-00 YIAKGBKS Ix10 n Gaicrepi
N TIOKAZHHKH PEIYJILTAT CHEUM®OIAUT
1 One Tabnerwn, srpuTi nAiBKOBOI Tabaerin, srputi nairkosoio
0B8001K010, OBMILIOT hopmH, 0BOIIOHKEIO, ORWILIOT PopMH,
HEPBOHOIO KONBOPY, 3 THCHEHNSIM «Cy | UEPBOHOTO KOJALOPY, 3 THCHeHHSM «(n
3 OJIHOTO BOKY 1«62 - 3 inmoro 3 oauoro Boky | «62» - 3 ruoro
2 Inercendhicanin Hae yrpumysanus nikis ueduogoxenma | Uec yrpusysass niis LEPROAOKLHMA
Meropom BEPX nporcernny R-enimepa i upoxeeriy Reenimepa i
uepropokenMa npokeeTHy S-enimepa | ueGnogoKeuMa npokceTuay S-enivepa
HA XPOMATOrpamax suiipodysanoro i Ha XPOMATOrpaMax sHIpodysanoro i
CTAHJAPTHOTO POIMITHAX, OTPHUMAHIN CTAHAPTHOTO POTUHHAX, OTPHMANIX
11pU KINBKICHOMY BHIHAYEHHI, npr KIALKICHOMY BHIHAYCHHE, MOBMIMI
30IraI0TheS sbicarnes
3 Cepenns maca 467,03 mp 463,50 Mr £ 3,0 %
(449,60 mr ~ 477,40 sar) _
4 Pozuusienns (CO-meron) Minimym: 94,5 % He sern nisk 70% (Q) sig vrasanoi na
Maxcumym: 98,1 % YHAKOBUE KITBROCT] e uogorcia
Cepeane: 95,9 % (CrsHirNsO6S2) nosstno posuumsicn
3a 30 XBrsty
5 OQumuopianicrs 0308aHBX O, 1,531 He 6inbiue 15,0
(Baronuii mero)
6 Kinoricne susnavenus (meros BEPX)
6.1 Kosna rabaerca, BRPUTA BAiBKOBOIO 203,62 mr 190,00 - 210,00 mr
ofiosonko, MicTHTL: KednogoreHMa
HPORCCTILIY SIRIBRACHTIIO
Hedmozorenmy (CisHiyNsOs81)
6.2 3nsnnenuit spmicr 101,8 % 95.0% ~ 105.0%
7 Cynyrui posinnt (BEPX)
7.1 Innusinyansna sigoma cynyous gomiunca
701,01 | Hedmonowenma uporcerun-AZisomep 0,90 % mim He Olime 5.0 Y M/M
7.1.2 | Hedurogokcuma nporeerna anty izosep — | Hkve L.OD(0.076) He Ginpure 1.0 % sm/u
1
7.1.3 | Hegnoporcusa uporeeray anrs isosep ~ | Huxeue LOD(0.076) He Ginwwe 1.0 % miv
2
T.1.4 | Kuenora neduopoxcnsa 0,10 % m/m He Giinute 0.5 % w/m
7.1.5 | Byap-sika QoMIMKS 3 BUHOCHIM SacoM 0,11 Y% s/ He Glavuwe 0.5 % mim
yrpssynauns Sianur 2,0
72 Byap-nra inua nelaenvudiconpans 0,07 % m/m He Giamire 0.2 % mim
poMinkn
7.3 Cymn omimor 1,34 % /M He Siantue 8.0 % miv
8 Mikpobioaoriuna uncrora
8.1 3araanna innkiers aepobusnx Menme 50 KYO/r He Sinsute 1000 KYO/r
mirpoopranismin (TAMC)
8.2 Jarassua kiankicrs Meunue 50 KYO/r He Gimpuie 100 KYO/r
Apbrponux/mnienssnx rpubris (TYMC)
8.3 Cneunginni mivpoopranizmmn Bincyrni Maiors Gyu Bicy i
Escherichia Coli

Hpumirea: SATBEPJUKEHO (spasor ianosigac enenudiranit)

[tixrorossneno Jhxaa Pamanx Jarsepmreyo I*. Cpinisaca Pao
Mavra 05.12.2024 3:{3PM Jlara 035.12.2024 3:15PM

Konist Not 3
Cropinka No | w3 1 -

Poaapyxosansit: Bipam Kpiwsa Moxau Hara apyxy: 06,12.2024 2:46PM

LIet aokyMent 3reneponino asroMarsunio ta i 6o nlrmey

CNe: C1406001198

Propya Ne G/n

Tepeneneno sipno:

Yuomtopanena ocoba TOB «ABPIAJ1 GAPM Ay auuyc 0.0,




)

AYPOBIHIO

Aypabinao Oapma fira,, OHIT Vi, Baok D

4

SY No 329/39 va 329/47 cenuwe Yitkyn, Naranuepy Manpaan, oxpyr Megax, wrar Tenanrana, 502307, lngin

CEPTU®DIKAT AHAJIIZY
(FOTOBUH IPOLIIYKT)

] Haitvenysanns npoayxry: IIEAOKCUM®, tabaerku, BKpuTi 11BKOBOI0 OGONOHKOI 110 200 mr

Ko nposyrry STDPB4B2 Tenepak | piﬁg;ﬁ:"‘;g";‘g:i’m 3sir Ne 06FP25000084
Posmip cepif 350000 rabnerox Jlara supobnniina 11/2024 lm::j:::;'m 1072027
Homep cepii ODPTI24014A Cremudixanin Ne FRS/STDPB4B2-0-00 Ynaxoska 110 8 Baicrepi
N NOKAIHHKH PE3VILTAT CHEUHOIKALIN
i Cune Tabaerkn, BRpUTI 171iBKOBOIO TaGserky, BRPUTE NABKROBO0
ofononkom0, oBwILHOT Gopmn, ODOAOHKOW, OBRALHOT GOPHH,
ACPBOROTO KOABOPY, 3 THCHEHHAM «C» | 4EPBOHOIO KONLOPY, 3 THCHeHHSM «Cn
3 onnoro Boky i «62» - 3 inworo 3 ooro Goky i «62» - 1 tuore

2 Laenwrndirauin Hac yrpumysanua nikis uednionokcnma | Yac YTPHMYBaRHA 0ikin uedriogokeima

Mevoaom BEPX npokeernay R-enimepa i npokceTuny R-eriimepa i

uehrofokeHma poKce Tty S-enivepa uehnoaokenms npokeeTIy S-eniMepa
Ht XpoMaTorpaMax sunpobysanoro | Ha XPOMATOrpasax BUIpoSyBanoro |
CTAHABPTHOIC POSHHNAX, OTPHMAHHX CTAHABPTHOIO POIUMHAX, OTPHMAHIX
I KIABKICHOMY BU3HAYEHE], NPH KINBRICHOMY BHIRANEHH], noBRIH
sbiraroTnes 3Biraritcs

3 Cepennn maca 464,07 mr 463,50 mr £ 3,0 %

{449,60 mr — 477,40 mr)
E| Posuunenna ({CD-meroa) Minimym: 93,5 % He men visk 70% {Q) viz srazanot ua
Markeumym: 97,8 % YHAROBIS KifbkoeT] HednogokcMa
Cepeniie: 95,7 % {CisHyrNsO6S2) nosunno posuunsucs
3a 30 xnuaun
5 Ounopitions o30nanux ouniuns 1,373 He Gisnwme 13,0
{saronuii mevon)
G Kiankicne pasunvenns {(meron BEPX)
6.1 Kamua rabaeren, sepura naiskonoto 202,95 mr 190,60 - 210,00 mr
0004011010, MICTHTL: UediiooKCHM
HPORCETHAY eRBIBANCHT RO
Ledopokenmy (CisH 17Ns0682)
6.2 3asnaenul samicy 101,5% 95.0% - 105.0%
7 Cynyrai gomimru (BEPX)
7.4 Inzmsboyaasna pinoma cynyras gominrken
701 | Hednoporcuma upoKceTHA-A-izomep 0,88 % mim He insie 5.0 % miv
7.1.2 ¢ Hedmogokenma nporeersa anTs isomep - | Huwae LOD(0.076) He Ginnwe 1.0 % m/m
i

7.1.3 | Hedmogoxcuma nporeersur anri i3omep — | Huacue LOD(0.076) He Ginbiie 1.0 % miu
2

7.1.4 | Kucaora uediosorcima 0,07 % MM He Ginnine 0.3 % m/n

715 | Byap-sika 40Miem 3 BiAHOCHIM Ya00M 0,11 % m/v He Sinbuie 0.5 % mim
yYepustypanun Sinsnin 2,0

T Byap-nra inua neinenrndirosana He susaneno (0.00) He Ginsie 0.2 % m/v
Aomimga
7.3 Cyma gosimon 1,22 % s/ He Ginne 8.0 % mim
8 Mikpotioaoriaug siuerors
8.1 3arannun RINLRICTE aepobuuy Menuie 50 KYO/r He Sinvuie 1000 KYO/ir
Mirpoopraniisin (FAMC)

8.2 3aranpua kiabkicrs Meuwe 50 KYO/r He Ginvie 100 KYOR
ApBRARO X/ T BHY rpubkis (TYMC)

8.3 Cneundinni Mikpooprauismu Bincyrai Maiors Gyru siaeyrai
Escherichia Coli

Hpuairea: 3ATBEPJDKEHO (3pasox vinmoniime eneyndinmgy)

_Hiarorosseio Hokan Pamanx arsepaueno ', Cpinisaca Pao
Jara 27.01,2025 1:01PM Hara 27.01.2025 L02PM
Pozapykosannit: Bipas Kpiuwma Moxan Hara npyky: 27.01.2025 1:57PM (K;::;fl::; g,? fand T
Lledi aokyment areiieposino asToMarigo 1a ale Ges nigmiey
CXe: C1506000085
Dopya Ne Bi/n

Hepeseneno sipuo:

¥nosuosakena ocoba TOR «ABPUIT DAPMy

s VAL %}/ﬂ %f’pfm

_ ﬁym’smwaz 0.0.
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Aypobinzmo

CEPTU®IKAT BIANOBIAHOCTI

i, Haltmenysanxa npoaykry UEAOKCUM®, tabneTku, BKpUTi nAiskosor 0600HKeH o 200 mr
2, KpaiHa-imnoprep Yxpaina
3. Homep peecrpayiitnoro UA/14455/01/02 Big 15.06.2020
nocalayenHn
4, Cuna gii Uednogorcum 200 mr
5. Hikapcora dpopma Tabnetku, BKpUTI NNIBKOBOIO 0BOAOHKO0
6. Po3amip 7a Tun nakysauna 10 rabnetok 8 Bnicrepi, 1 6aicrep B KapToHHil ynaxosui
7. Ne cepii rotoBoro npogyxry ODPTI24014A
3. Kinbkicrs roroBoro npoaykry 8 33300 ynakosxu
ynaxkosui
g, Aara supobuuursa 11.2024
i0. Tepmin npuaartHocyi 10,2027
11. Hassa ra agpeca supobHuka Aypobinao ®apma Nra., HOHIT VI, Brok D
SY N2 329/39 1a 329/47 cennwe Hitkyn, NMaranuepy Mangan, oKpyr
Mepak, wrar Tenaxrana, 502307, IHAia
12. | Niuewsia Ha BUpoBHULTED 78/MD/AP/96/F/8/R
13, Pesynuraty aHanisy Ceprudikar ananizy Ne 06FP25000084 AOAAETLCA
14, Homenrapi BigcyThi
15, 3anea npo ceprudikauiio

Unm s nocsiguyto, wo BUWeHaBeaeHa iHOopMaLiA € LOCTOBIPHOK Ta TOYHOIO. Un cepin npogyxuii 6yna
BMPOBARHE BRAGHAIOMM NaKyBaHHA/MaPKRYBAHHA T2 NPOBEAEHHA KOHTPO/MO AKOCT Ha BMUleBHA3aHIM
AINbHWL Y NOBHIY BIANOBIAHOCTI 3 BUMOTaMY GMP, BCTaHOBAEHWMM MICUEBUM PETYAATOPHUM opradom
a TaKkoX y BignoeigHocTi Ao cneumdikauii peecTpauiiiHoro aocke. MpoTorkoau BMPOBHMLITBA, NaKyBaKHH

+

Ta aHanisy 6yau nepesipeHi Ta BCTaHOBAGHO slanosignicrs GMP,

Mianuc ta parva: pidouc / 27.01.2025

MiB: K.B. Mannikaptox

Mocapa: reHepansHuiz MeHemRep 3 3a6e3nedeHHa AKOCTI

Ref, SOP: APL-GP-F-GEN-0016

Hepeneneno sipuo:

Ynosrosakena ocoba TOB «ABPHIT GAPMy Jhyw snaye 0.0,




JAEPKABHA CIYKBA 3 JIKAPCbKUX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTUKAMM Y KHIBCBHKIN OBJACTI

npos. Ceitmuunoi Hanil, 3, M.Kuie, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK

Npo SIKiCTh BBe3eHOTr0 B YKpaiHy JikapebKoro 3acody

18.04.2025 Ne 13203/25/10

HEJOKCUM®

(naiiMenyBaHHs HKapChKOTO 3acofy 3rifHo 3 peecTpailiifHuM MOCBIATEHHAM)
Tab/IeTKH BKPHTI ILIIBKOBOIO 06010HK00, 0 200 Mr, mo 10 Tadaerok y GaicTepi; mo 1
fJricTepy y KapTOHHIH ynakoBIi

(hopMa BHIycKy, D03yBaHHA, BU MAKYBaHHS JiKapchKOro 3acoly)
Homep peecrpamiiiroro moceingenns UA/14455/01/02 crpok aii peectpaniitnoro nocsimuenna 01.01.2099
Cepis nikapcekoro 3aco6y Ne ODPTI24014A KinbkicTs BBe3eHOTO Nikapcekoro 3acoby 33300

BHpoBGHUK Aypo6inyto ®apma JIta. FOmit VI, baok D, Innia

(naftMeHyBaHHS BUpOOHHKA JIIKapCeKOTo 3aco0y, kpaina MoXoKeHHs )

Baeseno B Vipaiiy TosapucTBO 3 00MexkeHo010 BianorigaabnicTio "ABPHII ®APM",
inent. kom: 38925845

(maitMenyBanns Ta kol 3a €JIPTIOY wopwmranoi ocobu abo NpisBHILE, IM'A, TI0 0aThKOBI (iswaHOT
0co0M - Nixnpuemus, i MicLe MPOKMBAHHA Ta PEECTPallifinki HoMep 00MiKOBOT KapTKK MIATHHKA
noaarkie abo cepis Ta HOMEp MacnopTa)

MpoTtokosn BisyansHoro kontpomo sin 20.03.2025 Ne 0832/3.
JlaGopaTopHHuii aHani3 AKocTi JiKapckkoro 3acody 3MiHCHeHM:

JITT "T{enTpanbHa 1abopaTopis 3 aHalli3y AKOCTI IiKapchKUX 3acobiB i MeIMYHOT MPOXYKILT"
(m.Kuie, Byn. Kyapssceka 10r m.Kuis, Byn. Kyapseceka 8B Kuiscska obnacts, ¢. Hosi ITerpisui,
By Isana ®panka, 19)

(HaliMeHyBaHHA TA MicllezHaxo ke s Taboparopil, o npoena qafopaTopHUH aHaNi3 SKOCTI)

BHCHOBOK 11040 AKOCTI JKapchkoro 3acofy, Bunanmii naboparopiero sin 18.04.2025 Ne 0552

PezynbraTi 1a60paTOPHOTO aHaizy SKOCTI ikapcbKoro 3aco0y 3a NepeBipeHUME NOKa3HUKAMH BiANOBiIAIOTH
BHMOTAM METOJIIB KOHTPOIIO AKOCT] (aHATITHYHO-HOPMATHBHOT IOKYMEHTALIi).

3a pesynbTaTaMM JIEPKABHOTO KOHTPONKO BCTAHOBIEHO, WO Jikapcekuid 3aci0 BeseHo B Vkpainy 3

JOTPHUMAHHSIM BUMOT 32KOHOAABCTBA LIIO/10 3a0e3MeUeHHS AKOCTI NKapehKUX 3aco0iB.
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