Anpec 02093, r. Kuee, yn. Bopucnonscrkasg, l
Ten./®daxc: (+38044)568-32-10 [puemHas 1 02 6 1 2 8
(+38044)207-73-41 Orpen XOHTPOARA Kavwec

(+38044)207-73-04 YroOnHOMOWNEHROE JNUUO NO KAYeCTTBY
(+38044)207-73-27 YnOonmHOMONEHHOE NMUO No ¢apMakoHansopy

CepTudpukar cepumn nekapcTBEHHOro cpeacrTaa

1. HanmeHoBaHue, cuna
NencTBUA/aKTUBHOCTDL, NNIeKapCcTBEHHARA
cdopMa ¥ paamMep ynakoBku
(MOEHTUYHO TEKCTY Ha ynaKkoBKe
roToBOW NPoAYKUUU):

2. Homep cepum rotoBo# npoaykuum:
3. CTpaHa-npousBoanuTEns:

4. HaumeHoBaHue CTpaHbl / cTpaH
Ha3HaYeHWsa NS cepuu:

5. Homep perucTpaumoHHoro
yAOCTOBEpeHun:

6. lata nponsBoacTea:

7. [lata oKOHY4aHWUA CPOKa roaHOCTH
(mecau u roa, nocne kotoporo J1IC He
npuMeHneTca):

8. Hazeanus, agpeca n HoMepa
NUUEH3WA BCEX YYaCcTKOB
NPOU3BOACTBA U KOHTPONSA KauyecTra:

9. Ceprudmkarsl cooTsercTBua GMP
BCEX Y4YacTKOB, yKa3aHHbIX B N.8:

10. Pe3ynbTaThl aHanm3on:

11. KoMmMeHTapuu:

12. 3anBneHue o cepTudukauunu:

13. Uma n hamunus
YnonHomoueHHoro nnua, KoTopoe
ocyulecTBNsAET cepTuhukayuio cepuu:

14. Noanuck YnonHoMoveHHOro nuua,
KOTopoe ocyuecTasnaer
cepTUdHUKauuIo cepuu:

15. Nlata nognucaHus;

1
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TPUMUCTUH® - JAPHULIA

11 Ma3n CoAepXUT. TPUaMUMHONOHa aueToHuaa
MUKpoHusuposaHHoro 0,25 mr, MupamucTuiHa 5 Mr, masb
no 14 r 8 Ty6e; no 1 Tybe B nayke ¢ MapKMpoBKOR Ha
YKPaWHCKOM R3bike

MT10121 Pa3mMep cepun: 30740 ynaxk.
YkpavHa
YkpauHa

UA/6123/01/01

AHBapb 2021
01.2023

NPOU3BEAEHO, BKITKOHAA YNAKOBKY/MapKUPOBKY U KOHTPOSb
kavecrsa Ha HAO «®apmauesTudieckas dupma «apHuua» no
agpecy: r. Kues, yn. Bopucnonsckas, 13:

nuueHsna AB Ne 598086, ceugetenscTeo o6 aTrectayun
naBopatopun OKK Ne 128

ceptudukar 035/2019/GMP

npuBefeHbl B cepTucukaTe aHanusa (gononHeHue 1)

XPaHATL B OPUrUHANLHOW YakoBKe Npu TeMnepaType He Bbille
25°C. He 3amopaxusartb

OTM NOATBEPX/ALD, YTO BCE NPOU3IBOACTBEHHbIE CTaAWM AN
3TOW Cepum roTosoi NPOAYKUMM Bbinn NPou3BeeHb! B NOMHOM
COOTBETCTBUU C TPeBOBAHUAMYU, YCTAHOBEHHLIMU B
AelicTBylOLeM PykoBOACTBE N0 GMP, yTaep)/aeHHOM
MuvHncTepcTBOM 3apaBooxpaHerns YKpavHbl, v ¢
TPeBOBAHNAMW PErNCTPALMOHHOMO AOChE CTPAaHbl HA3HAYEHNS.




Lononxerue 1 k CepTudukary cepun

0026128

CepTudukar aHanusa Ne 1

HaumeHoBaHUe NPOAYKLUK: TPUMUCTUH® - JAPHULUA, ma3k, no 14 r 8 TyBe; no 1 TyGe B nauke C MapkupOBKOW Ha
YKPAUHCKOM RA3bike

Homep cepuu: MT10121 Pasmep cepun: 30740 ynak.

Homep perucrpauuoHHoOro UA/6123/01/01

YAOCTOBEPEHNA:

AHanu3 BLINONHEH NO: MKK 1C o1 25.10.2018 « perucTpayunorromy yaoctosepermnio NeUA/6123/01/01

PesynbraT aHanusa:

Ne n.n. HaumeHosaHue nokasavenn TpeGoBaHue HOPMATUBHOW AOKYMEHTaUUM Pesynbrar aHanusa
1 OnucaHue Masb Henoro useta, renenogobGHON KOHCUCTEHUMA, CO cnabbim CooteetcTeyer
crneunuYeckumM 3anaxom, NO BHEWIHEMY BUAdYy A0NXKHa ObiTb
OAHOPOAHON
2 WaeHntudukayun Ha xpoMaTorpammax UcneITyeMoro pacteopa v pacTsopa CootseTcTBYET

CpaBHEHUA, NoNy4eHHbix B pasaene "KonudecrsexsHoe
onpefeneHue”, BpeMeHa yAepX UBaHUA NUKOB TPUAMLMHONOHE
aueToHraa ¥ MUPaMuCTUHa, COOTBETCTBEHHD, AOMKHL! COBNAAAaTh
(TPYaMUMHOMOHAa aueToHUA U MUPaMUCTUH)

3 Macca coaepXumoro ynakoBku Macca conepxumoro kaxaon Ty6bl gonxHa BeiTh He MeHee CootBercTeyeT
HOMWHaNLHON
4 MukpoBuonorudeckan wuctota  CooteeTtctaenHo MKK f1C CootseTcrayeT
5 Konuuecrsernoe onpegenexve 0,225 - 0,275 mr/r 0,246 wmrir
TpUaMUMHONOHa aueToHnga
KonuuecTsexroe onpeneneHne  4,5- 55 mrir 5,0 mr/r
MUpaMUCTUHA
6 Ynakoeka CoorteercreedHo MKK N1C CooreetcTeyer
7  Mapkuposka CooteercraeHHo MKK JiC Cooteercrayer

HaTa okoH4aHusa cpoka rogHocTn:  01.2023

XpaHeHrue: XPaHnTL B OPUTMHANBHOW YyNAKOoBKE Npu Temnepatype He sbile 25°C, He 3aMopaxuBaTs
3aknroveHue: Cooteerctayet TpeGosannam MKK NIC o1 25.10.2018 K perdcTpaumoHHOMy yA0CTOBEPEHNK
NeUA/6123/01/01

Hata noanucanus: 70 2 224 B.0. HauansHuka OKK:
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' " i DononHeHue 1 k CepTudukarty cepuu

% aAPHUUA

CepTtudmkar ananusa Ne 12

HanmeHoBaHwe npoaykuum: TPUMUCTUH® - DAPHWULIA, masb, no 14 r 8 Ty6e; no 1 Tybe & nauke ¢ MapKUpPOBKOW Ha
YKPauWHCKOM RabiKe

Homep cepuu: MT120921 Pasmep cepum: 59661 ynak.

Homep perucrtpaumoHHoro UA/6123/01/01

YAOCTOBEpPeHUs:

AHanua BLINOMAHEH No: MKK JIC k peructpauvoxHomy yaoctoeepeHuio NeUA/6123/01/01 ot 09.06.2017 Ne627. ¢
W3IMEHEeHUAMKM

Pesynerar ananusa:

Ne n.n. HaumeHosaHwe nokasatens TpeGoBaHUe HOPMaTUBHOM AOKYMeHTauum PesynkraT ananuasa
1 Onucaxue Masb Benoro useta, renenogobHOM KOHCUCTEHLMU, CO CNabbim CooTseTtcTayeT
CneuUndu4eckuM 3anaxom, No BHeWHeMy BWAY gomxHa BeiTe
0AHOPOAHOM
2  WpenTudbmkaums Ha xpomatorpammax ucneiTyemoro pacteopa 1 pacteopa CootBetcreyer

CpaBHeHuA, Nony4YeHHsIx B pasgene "KonuyecTeeHHoe
onpeaeneHne”’, BpeMeHa yaepXusaHua NUKOB TpUaMUUHONOoHa
aueToHuaa U MMpamMUCTUHA, COOTBETCTBEHHO, A0MKHbI COBMNaAaTL
(TpuamumnHonoHa aueToHng n MUPaMUCTUH)

3 Macca cogepxumoro ynakoBku  Macca coaepXvMmMoro Kaxaod TyObl gonkHa BbiTe HEe MeHee CooTteeTcTayeT
HOMUWHanNeLHOW
4  Mukpobuonorvyeckas 4ynucToTa CooTsetcTBeHHO MKK IC CooTtseTcTeyer
5 KonuyecrsenHoe onpepenenve 0,238 - 0,262 mr/r 0,246 mr/r
TpUamMuUMHONOHa aueToHMy,
KonuuyecteeHHoe onpefenenve 4,75 - 5,25 mrir 5,05 mrir
MUPAMUCTUH
6  Ynakoeka CootsetcraenHo MKK NC Cooteercrayer
7  Mapkuposka CooteeTtcreenHo MKK N1C CooTeeTcTeyeT

Aara okoH4aHuRA cpoka rogHocTu: 09 2023
XpaHeHue: XpaHWTe B OPUrMHaNLHOI ynakoeke Npy TemnepaTtype He Bbiwe 25 °C. He 3amopakueats

3aknoyenHue: CoorsercrayeTr Tpebosannam MKK NC « perucTpaunoHHoMy yaoctosepeHno NelUA/S123/01/01 oT
09.06.2017 Ne627, c MameHeHnaMu

Hata nognucaxus: OX . 10, 202( HavanbHuk CILKR.Q;;' _

! BIOOIT KOHTPOMWO S KOCTI ||
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d AAPHUUA

Anpec 02093, r. Kuem, yn. Eopucnonmckasn,l3

Ten./®axc: (+38044)568-32-10 Npuemnas

(+38044) 207-73-41 OrThen XOHTPONS KauecTsa

(+38044) 207-73-04 YnonHoMOWEHHOE NAMLO NO KaAYECTBY
(+38044) 207-73-27 YnonHomMOYeHHOE NMIO No dapMaxoHanSOPY

CepTudmkar cepum nekapcTBeHHOro cpeacTea

1. HaumeHoBaHue, cuna
AENCTBUA/aKTUBHOCTDL, NeKapcTBeHHan
¢opma u pasmep ynakoBKu
(MAGHTUYHO TEKCTY Ha ynakoBke
roToBOW NpoAyKUUK):

2. Homep cepuu roTOBOM NPOAYKLUM:

3. CtpaHa-npousBoauTenk:

4. HaumeHoBaHue cTpaHbl / cTpaH
Ha3HaYyeHUA ANA cepuu:

5. Homep perucrpaumoHHoro
yAocToBepeHus:

6. [lata npousBoAcCcTBA:

7. [laTa OKOHYaHUA CpOKa rOAHOCTH
(Mecsiu 1 roa, nocne Kotoporo JIC He
NpUMeHsAeTCA):

8. HasBaHus, agpeca u HoMepa
NULEH3UIA BCEX Y4acTKOB
NPOU3BOACTBA U KOHTPONSA KayecTsa:

9. CepTucpukaTtsl cooTBeTcTBUa GMP
BCeX Y4YacTKOB, yKa3aHHbIX B N.8:

10. Pe3ynbTaThl aHanu3oR:

11. KommeHTapuu:

12. 3anABneHue o cepTUdUKaLuu:

13. UMa n dbamunusn
YNonHOMOYeHHOro nuua, Kotopoe
ocyuwecTBnseT cepTudmuKkaumio cepum:

14. Nognuck YNONHOMOYEHHOro nuua,
KOTOpOEe OCYLUeCcTBNAEeT
cepTudmUKaumio cepum:

15. laTta noanucaHus:

TPUMUCTUH® - JAPHULIA

1 r Masn cCoaepXvT: TpMaMuMHONOHa aueToHnaa
MUKpOHU3npoBaHHoro 0,25 mr, MupamucTvHa 5 Mr, masb
no 14 r 8 Ty6e; no 1 Ty6e B nadyke ¢ MapKUpOBKOW Ha
YKPauUHCKOM A3blKe

MT120921 Paamep cepuu: 59661 ynak.
YkpavHa
YKkpawvHa

UA/6123/01/01

ceHTAbpL 2021
09.2023

nNpou3BeAeHo, BKMKYas ynakoBKy/MapKUPOBKY U KOHTPONb
kayecTea Ha YAO «®apmauesTtuyeckan upma «[apHuua» no
agpecy: r. Kues, yn. bBopucnonsckas, 13;

nuueHsna AB Ne 598086, caupeTtenbcTtso 06 aTrectayum
nabtopartopuin OKK Ne 128

ceptucukar 035/2019/GMP

npueejeHbl B cepTudukaTe aHanusa (gononHeHue 1)

XPaHWTb B OPUrMHanNbLHOW ynakoBKe Npu TeMnepaTtype He Bbilue
25 °C. He 3amopaxwusaTb

3TUM noaTBepXKAalo, YTO BCE NPOU3BOACTBEHHbIE CTaaUN ANS
3TOW Cepwvm roToBOW NPOAYKUMKU Bbinu Npon3seaeHsl B NONHOM
COOTBETCTBMU C TPeBOoBaHUAMMU, YCTAHOBNEHHbLIMA B
AencTeyouem pykosoacTee no GMP, yTeepxaeHHOM
MuHucTepcTBOM 3apasooxpaHerHns YKpaviHbl, U ©
TpeGoBaHUAMN PErcTPaUMOHHOrO A0CHE CTPaHbl HA3HAYEHUS.

CEPWUA PA3PEILEHA ]
K PEANU3ALNN

it s ol

YAGTIHOMOYEHHOE N0

Hasapenxo M.B.
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aAPHUUA

Agpec 02093, r. Kues, yx. Bopucnonscxasi, 1

Ten./®axc: (+38044)568-32-10 Ipuesnas 1 002657
(+38044)207-73-41 Ornen XKOHTPOARK KawacT

(+38044)207~73-04 YnonnoMoYeHHOa@ JIMUO NO xaveacrTsy
(+38044)207-73-27 YNONHOMOWEHHO® NMLO DO papmaxonansopy

CepTucUKaT cepum NekapcTBEHHOro CpeacTsa

1. HaumeHoBaHue, cuna
[EeVNCTBUA/AKTUBHOCTL, NNIEKapCTBeHHanA
copMa 1 pasmep ynakosKku
(MAEHTMYHO TEKCTY Ha YNaKoBKe
roToBOW NpoayKunu):

2. Homep cepuu rotoBOM NPOAYKUUK:

3. CtpaHa-npoussoguTens:

4., HaumeHOBaHWe CTpaHbl / CTpaH
Ha3HauvYeHWUs Ans cepuu.

5. Homep perucTpauuoHHOro
YROCTOBEPEHUR:

6. lara npousBoAcCTBa:

7. [laTta OKOHMaHUsI CpOKa rogHoCTH
(mecsay u rog, nocne koroporo JIC He
npUMeHRAeTCA):

8. HassaHus, agpeca n HOMepa
nuUeH3UiA BCeX y4acTKOB
NPoOU3BOACTBA U KOHTPONA KavecTsa:

9. CepTuchukartsl coorsercraua GMP
BCEeX y4acCTKOB, yKa3aHHbIX B n.8:

10. Pe3ynbTarhkl aHanus3os:

11. KommeHTapum:

12. 3anBneHue o cepTUdUKALUN:

13. msa ¥ bamunua
YNonHOMOYEHHOro NUua, KoTopoe
OCYWECTBNAET CEPTUDUKALUIO Cepuu:

14. Moanuch YNONHOMOYEHHOIO Nuua,
KOTOpOe ocyilecTrNAET
ceprTucukauuio cepun:

15. lara nognucaHuA:

TPUMUCTUH® - JAPHULIA

1 r Ma3u COLEPXUT. TPMaMLUMHONOHa aueTornaa
MUKPOHW3npoBaHHoro 0,25 Mr, MupamucTuHa 5 mr, Masb
no 14 r 8 Ty6e; no 1 Ty6e 8 nayke c Mapxmpoakou Ha
YKPaWHCKOM A3blke

MT20121 Pasmep cepuu: 31225 ynak.
YKpauHa
YkpavHa

UA/6123/01/01

AHBapb 2021
01.2023

NPOuU3BEeAEHO, BKNIOYAs yNaKoBKy/MapKUPOBKY U KOHTRONb
kadecTea Ha YAO «®apmauesTudeckan upma «[apHuua» no
appecy: r. Kues, yn. bopucnonsckas, 13,

nuuensus AB Ne 598086, cauaerenscTso 06 atTecTauum
na6opatopuin OKK Ne 128

ceptndpukat 035/2019/GMP

npUBEAEHbI B CepTuduKaTe aHanusa (gononHexuve 1)

XpaHWTbL B OPUMVHANBHOW YNakoBKe Npy TemnepaType He Boille
25°C. He 3amopaxusaTtb

3TUM NOATBEPXA,aK, UTO BCE NMPON3BOACTBEHHbIE CTaaun Ans
3TOl Cepun roToeol npoaykuuu Buiny NnpoussefeHbl B NoHOM
COOTBETCTBUU C TpeboBaHUSAMY, YCTAHOBNEHHBIMA B
aencTeyowem pykosoactee no GMP, yTeepXXneHHoM
MWUHVCTEPCTBOM 3APaBOOXPAHEHUA YKPaUHb!, U C
TpeboBaHWAMU PErvCTPaLMOHHOIO A0ChE CTPaHbl HasHa4Yerns.

CEPWUR PAIPELLEHA
K PEANW3ALNN

c* // ﬂr& 20-’/‘%'

«;, HOMOYBHHOS NALO




HaumeHoBaHue npoaykuuu:

Homep cepuu:

Homep perucrpayuoHHoro
YROCTOBEpEeHUA:

AHanu3 BLINOMHEH NO:

Pesynusrar aHanusa:

AononHeuue 1 x CopTudukaty cepuun

appHUUA 10026579

CepTudukar aHanusa Ne 2

TPUMUCTUH® - JAPHULIA, ma3s, no 14 1 8 Ty6e; no 1 Tybe B nauke ¢ MapKUPOBKOIl Ha
YKPANHCKOM A3biKe

MT20121 Pasmep cepuu: 31225 ynak,
UA/6123/01/01

MKK NC ot 25.10.2018 K perucTpaymorHoMy yaoctosepernio NeUA/B123/01/01

Ne n.n. HaumeHOBaHue nokaszarens

TpeGoBatue HOPMATUBHOW AOKYMEHTaLUN Pe3ynbTar ananusa

1 Onucanue

2  Wpentuchukauus

3 Macca coaepxumMoro ynakosxu

4 MuxpoBuonoruueckas wmcrora
5 KonuvectsenHoe onpeaenexune
TpUaMymHONOHa aueToHuaa

KonudecTaerHoe onpegenexue
MUupaMucruHa

6  Ynakoska
7 Mapkuposka

Maab Benoro useta, renenogobHOR KOHCUCTEHLWN, €O cnabsiM Cooraercrayer
CNEeLMNYecKuM 3araxom, No BHEWHEMY BUAY AONXKHA ObiTb

OAHOPOAHOK

Ha xpomaTtorpammax ucnbiTyemoro pacreopa u pacraopa CooTsetcreyer
cpasHeHuUs, NonyJYerHbix B pasgene "KonuyecrasenwHoe

ONpeAeneHue”, BpeMeHa yAepKUBaH!S NUKOB TpUaMUMHONOHA

ayeToHuaa U MMPpamMucTuHa, COOTBETCTBEHHO, AOMKHLI COBNAAATL
(TpUaMUUHONOHE AUBTOHWA ¢ MUPAMUCTIH)

Macca coaepxumoro kaxaoi TyGbl gomkHa BbiTh He MeHee Coorsetcrayet
HOMUHANLHON

Cooraetcraento MKK N1C Cooteercrayer
0,225 - 0,275 mrir 0,244 mrir
4,5-5,5 mrir 5,0 mrir
CootseTcreenHo MKK [1IC Coomerc‘rayer
CootsercreenHo MKK J1C Cooreercreyer

Hara okoHuaHus cpoka rogHocTn: 01,2023

XpaHeHue: XPaHUTe B OPUrMHaNbLHOW YNakoske Npu Temnepatype He Bbiwe 25°C. He 3aMOpaXuBaTh
3aknoyenue: Coorsetcrayet TpeGosanuam MKK N1C ot 25.10.2018 k PerucTPaLMOHHOMY YAOCTOBEPEHNIO
NeUA/6123/01/01

fara nognucaHus; ,{0. oL . wg P4 B.o. Havanb
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BIAAIN KOHTPONKO AKOCT!




DAPHUUR

Anpec 02093, r. Kues, yn. Bopucnonsckas 13

Ten./daxkc: {(+38044)568-32-10 Mpunemuas 1 002 7 7 32
(+38044)207-73-41 Ormen KOHTPONA KavecTpa

(+38044)207-73-04 YnonHoMONeHHO@ JMUO (O Ka¥ecTBY
(+38044)207~73-27 YnonHoMoueHHOe auuO no (apMAKoHARSOPY

CepTuduKaT cepun NnekapcTBEeHHOro cpeacTsa

1. HaumeHoBaHue, cuna
[AenCcTBURA/AKTUBHOCTL, NEKapCTBEeHHan
c¢opma 1 pasmep ynakoBku
(MAEHTUYHO TEKCTY Ha yNnakoBke
roToBOM NpoAyKuuu):

2. Homep cepuu roToBOU NPOAYKUUK:

3. CrpaHa-nponssoguTens:

4. HauMeHoBaHue CTpaHb! / cTpaH
Ha3HaueHUs NS cepum:

5. Homep perucTpaymMoHHOro
yAOCTOBEpEeHUsn:

6. flata npousBoacTBa:

7. laTa OKOH4YAaHUA CPOKa FOAHOCTU
(mecsuy u roa, nocne kotoporo JiIC He
NnpUMeHsAeTCcR):

8. HaaeaHus, agpeca u HoMepa
NUUEH3UA BCEX yHaCTKOB
NpPoOu3BOACTBA U KOHTPONS KayecTsa:

9, Ceprucpukarbl coorBercTeus GMP
BCeX YYaCTKOB, YKa3aHHbLIX B Nn.8:

10. Pe3ynbTaTbl aHanU3oB!:

11. KommeHTapun:

12. 3aseneHue o cepTudmuKaumn:

13. Ums u hamunus
YNONHOMOYEHHOro nuua, Kotopoe
ocyujecTnfeT cepTudukaLmio cepuu:

14. Moanuck YNonKOMOUYEHHOTO Nuua,
KOoTOpoOe ocyljecrenner
cepTuthuKaLmio cepuu:

15. Qata noanucaHun:

TPUMUCTUH® - BAPHULA

1 r Masu COAEPXWT. TPUaMLMHONOHA aueToHnaa
MUKPOHU3VPOBarHOro 0,25 Mr, MMpaMucTHa 5 Mr, Mase
no 14 r 8 Ty6e; no 1 TyGe B navke ¢ MapKUPOBKOW Ha
YKPavHCKOM A3biKe

MT30121
YKpaunHa

Pasmep cepun: 31514 ynak.

YKpanHa
UA/6123/01/01

AHBapb 2021
01.2023

NPOU3BEAEHO, BKIIOYAR YNaKOBKY/MapPKUPOBKY 1 KOHTPOMb
kauecTea Ha HYAO «dapmauesTudeckas upma «[lapHuua» no
anpecy: r. Kues, yn. Bopucnonsckas, 13;

nuueHsua AB Ne 598086, caupeternscTso od aTrectayuu
naGopatopwin OKK Ne 128

ceptucukar 035/2019/GMP

npuBefeHbl B cepTudukare aHanuaa (qononHewve 1)

XPaHUTb B OPUrMHanNbHOR YNakosKe Npu TeMneparype He Bbllue
25°C. He samopaxusaTb

3TUM NOATBEDXKAAK, YTO BCE NPON3IBOACTBEHHbLIE CTaanN ANA
3TOW cepun roToson npoaykuuu Beinn NponsseaeHbl B NONHOM
COOTBETCTBUN € TPeDOOBAHUAMMW, YCTAHOBSIEHHLIMY B
nencreywowem pykosoacTee no GMP, yTBepwaeHHOM
MWHUCTEPCTBOM 34pasooxpaHeHns YKpanHol, 1 ¢
TpeboBaHVAMU PErMCTPALMOHHOIO JOCLE CTPaHbl Ha3HaueHUA.

CEPHYSR PA3PEWEHNA
K PEANN3ALKMK

c// /X/ 20%

/ - -
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OAPHUUA T TOGZTT2

CepTtudukar aHanusa Ne 3

Haumerosanue npoaykuuu; TPUMUCTUH® - JAPHWUUA, ma3e, no 14 r 8 Ty6e; no 1 Ty6e B nauke ¢ MapKUPOBKOW Ha
YKPauHCKOM A3biKe
Homep cepuu: MT30121 Pasmep cepumn: 31514 ynax.
Homep perucrpauuoHHoro UA/6123/01/01
YAOCTOB@pPeHUR:
AHanu3 BLINONHEN No: MKK 1C ot 25.10.2018 k perucTpaLmonHomy yaoctroseperuo NeUA/G123/01/01
PesynbTaT aHanusa:
Ne n.n. HaumeHomanue nokasarens TpeGoBaHue HOPMAaTNBHOW NOKYMEHTaLUK PesynwTaT ananuaa
1 Onucanue Mass 6enoro useta, renenoaoBHON KOHCUCTEHLMK, CO CNabLIM Cooreercrayer
creuudu4eckuM 3anaxom, no BHeWHeMy BUAY ROMKHa BbiTh
OAHOPOAHOW
2  WNoeHTudmkaums Ha xpomarorpammax ucneityemoro pactaopa u pacresopa Cootsetcreyer

CpaBHeHuA, NnonyYeHHbix B pasgene "KonvwuecraeHHoe
onpeAeneHve”, BpeMeHa YASPKUBAHWUS NUKOB TPMaMLUMHONOHA
aUEeTOHUAA U MUPaMUCTHHE, COOTBETCTBEHHO, ACMXHbLI COBNAAaTL
(TpUaMuMHONOHa aueToHua U MUPaMUCTIH)

3 Macca coaepxumoro ynakosk  Macca ConepKMMOro Kaxaod TyGbl fomkHa BbiTh He MeHee Cootsetcrayer
HOMUHANLHOW
4 Mukpobuonoruueckas uuctota  Coorsercreenno MKK N1C Coorsertcrayer
5  KonuuectsenHoe onpeaeneque 0,225 - 0,275 mrir 0,245 mr/r
TpUaMUMHONOHa aueToHnaa
KonudyecteenHoe onpegeneqve 4.5 - 5.5 mrir 5,0 mrir
MUPAMUCTUHE
6  Ynakoska CooteetcreerHo MKK J1C Cootsercrayer
7 Mapxuposka CooreercreerHo MKK 1C Coorsercrayer

fara okoHuYaHus cpoka rogHocTu: 01.2023

XpaHeHue: XpaHuTb B OPUrMHANLHOW YNakoske Npu TeMmnepaTtype He Bbiwe 25°C. He 3amopaxusaTs
3aknioueHue: Cootsertcrayer Tpebosanusm MKK J1C o1 25.10.2018 PErucTpauvoHHOMY YAOCTOBEPEHIID
NeUA/6123/01/01

Hara noanucatus: L0 {}o? 202 ,( B.o. HavanbHuka OKK:
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d AAPHUUA

Agpec 02093, r. Kuem, ynu. Bopucnonscxgg,
Ten./®axc: (+38044)568-32-10 ﬂpue»maai 02 498 5
(+38044)207~73-41 Orgen xoHTpons xauvecks

{+38044)207-73-04 Ynommomouennoe AMLC 0O Xavecray
{+38044)207-73~27 YnonxomouweHnHoe e no dapmaxcHansopy

Ceptudimkar cepum nekapcreeHHoro cpeacTBa

1. HaumeHoBaHue, cuna
AEeACTBUA/AKTUBHOCTD, neKkapcTBeHHan
thopma u pasmep ynakosku
(waeHTMYHO TekcTy Ha ynakoBske
FOTOBOW NMPOAYKLUK):

2. Homep cepum rorosoin npoayKunu:

3. CrpaHa-npoussogurens:

4. HaumeHoBaHMe cTpaHbI / CTpaH
HasHaYeHus Ons cepuu:

5. Homep peructpaymonHoro
YAOCTOBEPEHMA!

6. AaTta npouzBoacTea:

7. laTa okoHYaHusA CpoOKa rogHoCcTH
{Mecsu v roa, nocne KoToporo JIC He
NPUMeHsieTCA):

8. Haaeanus, agpeca un HOMepa
TNMUeH31K BCex yyacTKoR
NPOU3BOACTEA M KOHTPONA KauecTRa:

9. CepTudurartnl cooTeeTcTRUS GMP
BCEX y4acCTKOB, YKa3aHHbLIX B 11.8:

10. Peaynbrarul aHanuaog:

11. KommenTapuu:

12. 3asBnenue o CepTUthUKaumm;

13. Umst u pamunus
YnonHoMmoyeHHoro nnya, KkoTopoe
OCyWecTBNAET cepTUUKaL IO cepun:

14. Noanuce YnonHomoyeHHoro nuua,
XOTOpOE oCylecTBNAeT
cepTudukaymio cepuu:

15. OaTa noanucaHus:

TPUMUCTUH® - OAPHULIA
1 r Mmasun cogepxuT: TpuamuuHonoHa auetoHuaa

- MUKPORM3WpOBaHHOro 0,25 Mr, MUpaMUCTUHa 5 Mr, Ma3b

no 14 r 8 TyGe; no 1 Ty6e B Nauke ¢ MAPKUPOBKOW Ha
YKPBUHCKOM S3biKke

MT50820
YkpauvHa

Paamep cepuu: 31104 ynak.

YxpauHa

UA/6123/01/01

aeryct 2020
08.2022

NPOV3BeleHo, BKMo4Yas yNaKoBKy/MapKnupoBKy U KOHTPOMb
Ka4yectsa Ha YAO «®dapmaueBTryeckas upma «JapHuuar rio
appecy: r. Kues, yn. Bopucnonbckas, 13;

NyeHsus AB Ne 598086, camgeTenscTeo 06 aTtTectaumiu
naboparopuit OKK Ne 128

ceptucbukaT 035/2019/GMP

NpuBeeHbl B cepTudhukaTe ananusa (AononHeHwe 1)

XPaHUTL B OPUrMHanNLHOM!
25°C. He samopaxusats

yNakoBKe Npu TeMnepaTtype He ablwe

3TUM NoATBEPXAAK, YTO BCe NPOU3BOACTBEHHLIE CTaanMn ANs
3TOA CEPUY rOTOBOM NPoAYKUMK Bbinv NpoussegeHs! B NONHOM
COOTBETCTBUM C TPeGOBAHUAMM, YCTAHOBNEHHLIMU B
AGACTBYIOLIEM DYKOBOACTBE NO GMP, yTBepxaerHoM
Munucrepcraom 3ApPaBoOXpaHeHua YKpavHbl, u ¢
TPeBoBaHNAMU perncTpaLMoHHOrO AOCbEe CTpaHkbl HasHa4yeHus.

CEPUR PAZPEWIEHA
K PEANA3ALKMY

o'l "R 2080k

YNGoHGMeMeHHoe NuLo
_ﬁﬂa@em AA

{noanucs)
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HaumeHosanue npoaykumm:

Homep cepuu:

Homep peructpaunontoro
YAocToBepeHus:

AHanua e=Inonxex no:

PesynisTtar aHanuaa:

s

ﬂononneﬂy'l 1Oc07?ﬂng8. 5

Gy

‘E

Ceptudmkar aHanmsa Ne 5

TPUMWUCTUH® - OAPHWUA, mass, no 14 re
YKPAUHCKOM A3bike

MT50820
UA/8123/01/01

Ty6e; no 1 1y6e B nauke ¢ MapKUPOBKOW Ha

PasMep cepun: 31104 ynax.

MKK NC o1 25.10.2018 PETMCTRaUKOHHOMY YRocTORepeHuio NeUA/B123/01/01

Ne n.n. HauMeHoBaHue nokasarens

TpeboBaHue HOpMaTWBHOM ACKYMEHTauuu PeayneraT aHanuza

1 Onucanue

2 Waektudwvkauus

3 Macca cogepxumoro YNakosKn

4 MukpoBuonoruieckan yuctoTa

5 Konwuectsennoe onpeaeneHue
TPHaMUMHONOHa aleToHuaa
KonuuecTaenHoe onpepenenme
MUDEAMUCTUHG

6  Ynakoska

7 Mapkuposxa

Masb Benoro ysera, renenofobHOA KOHCHCTEHUMK, CO cnabbim CootsetcTayer
CreyndUIeckum 3anaxom, no BHELWHEMY BUAY JOMKHE BkiTh

OAHOpOAHOR

Ha xpomarorpammax WCNLITYEMOro pacTeopa U pacTaopa CooTteercrayer
CPaBHeHUA, NonyYeHHL!X 8 pasaene "KonuuecTaenHos

OMNpeneneHne”, BpeMeHa yAPKUBAHMR NUKOE TPYaMUMHONOHA

@HETOHUAA U MUPAMUCTUHA, COOTBETCTBEHHO, A0MKHDI coBnapats
(TPHaMumMHONOHa aueToHMa u MHUPaMWCTUH)

Macca coaepxumMoro Kaxaoit TyBbl AonxHa Bb6iTh He MeHee CootsetcTayeT
HOMWHaNLHOW

CooTeetcreenHo MKK JiC CooTeeTCcTBYET
0,225 - 0,275 mr/r 0,243 mrir
4,5-55 mrir 5,2 mrir
CooTBeTcraenHo MKK NG CooTeeTcTBYET
Cooteetcraenno MKK fiC Coorsetcrayer

HaTta okoHyaHuna CpOKa roHOCTH
XpaHenue:

3aknioyeHue:
NeUA/B123/01/01

Hata nognucanus: Z O/O f/&’o Hawanbhuk OK

CoovsercrayeT Tpebosannam MKK NIC ot 25.10.201

08.2022

XPAHUTEL B OPUrMHaNLHOR YNaKkosKke npw TeMnepaType He soiwe 25°C. He samopaxuears

ZBTHUHA M A “NAPHNLS
lasATiipikauighdu® kog 0n4g1212
8209, s, Byl Barbncninece garia kKo BLA,
BIAQHNL PONKO-SKOCTI- :
\.____/




PHU

Anpec 02093, p

. Kuen, yn. Bopucnons 351
Ten. /$®akc: (+38044)568-32-10 Hpuew-xanO
(+38044)207-73-41 Ormen xonTpomns KavecTsa

(+38044)207-73-04 YnonHoMoueHHO MO NO KAadyecTBy
(+38044)207-73-27 ¥YnonHoMoueHHoe JNII0 1o d)apMaKoHa.qsopy

CepTudukar cepum nexapcTBeHHOro cpeacTea

1. HaumeHogaHue, cuna
,qeﬁcrauﬂlalcmaﬂocrb, neKkapcTBeHHasn
popma u paamep ynakoBKu
(naeHTUYHO TeKCTY Ha ynakoBke
rOTOBOW NpoAyKuuK):

2. Homep cepum rotosoin npoaykuum:

3. CTpaHa-npoussoautens:

4. HaumeHoBaHue CTpaHbi / cTpaH
HasHayeHun ona cepuu:

5. Homep peructpauuonHoro
yaocToBepeHus:

6. Nata npoussogcTea:

7. laTa OKOHYaHus CpokKa rogHocTK
(Mecsau u roa, nocne Kotoporo JIC He
npuMeHsieTcn):

8. HasBaHus, aapeca U Homepa
NInueH3un Bcex yyacTkos
MPOU3BOACTBA U KOHTPONS KadyecTBa:

9. CepTudukarsl cooTBeTcTBUAa GMP
BCEX y4acTKOB, yKa3zaHHbIX B n.§:

10. Pe3synbTathl aHanuaos:

11. KoMmMeHTapuu:

12. 3asBneHue o cepTudukauuu:

13. Uma u bamunus
YnonHomoueHHoro nuya, kotTopoe
ocylwecTenseT cepTucukaymio cepuum:

14. Noanuce YnonHomMoueHHoro nuua,
KoTopoe ocyuecTensier
CepTUUKaLmIo cepunm:

15. llata nognucanus:

TPUMUCTUH® - AAPHULA

11 Masu conepxur: TPUamumrHonoHa aueTtoHuaa
MUKPOHW3NpoBaHHoro 0,25 mr, MUpaMnucTuHa 5 Mr, Masb
no 14 r e tyée: no 1 Ty6e B nauke ¢ MapKUpOBKOW Ha
YKPauUHCKOM f3bike

MT60321
YkpauHa

Paamep cepuu: 31656 ynak,

YKpavKa
UA/6123/01/01

MapT 2021
03.2023

npouseeaeHo, Bknwoyas YNaKosky/Mapkuposky KOHTpOnb
kayecTtea Ha YAO «DapmalieBTuyeckas hupma «[apHuyar no
agpecy: r. Kues, yn. BOpMCHOJ'IbCKaFI, 13;

nuuensus AB Ne 598086, cBhpeTenncTso o6 atrecrayum
nabopatopuit OKK Ne 128

cepTucpukat 035/2019/GMP

npuBeaeHbl B cepTudukaTte aHanvsa (BononHeHwe 1)

XPaHUTb B cpUruHanbHon
25°C. He 3amopasusats

ynaxkoeke npu TeMnepaTtype He Bblwe

3TUM noaTeepxaalo, YTo BCe MPOUSBOACTBEHHbIE CTaguW 4ns
3TOW Cepun roTosoM MPOAYKUMK Bbinu NponsBegeHs B NOAHOM
cooTBeTCTBUM ¢ TpeGoBaHuAMY, YCTaHOBNEHHbLIMW B
AeNCTBYIOLEM PykoBoLcTee no GMP, yTeepxaeHHom
MuHncTepcteom 3APaBOOXpaHeHns YkpanHbl, u ¢
TpebosaruaMU PEMMCTPaLMOHHOro focke CTpaHb| HasHa4eHus,
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OAPHUUR 10028351

Ceptudmkar aHanusa Ne 6

HaumeHoBaHue NpoRYKUMUK; TPUMUNCTUH® - OAPHUUA, masb, no 14 r s TyGe; no 1 Tybe B navke ¢ MapK1pOBKOWA Ha
YKPaUHCKOM siabike

Homep cepuu: MT60321 Pasmep cepuu: 31656 ynak.

Homep peructpaumonHoro UA/6123/01/01

YAocToBEpEHUS:

AHanus sinonHeH no: MKK NC ot 25.10.2018 « pervcTpauuorHomy yaocTosepenuio NeUA/S123/01/01

Pesynbrart aHanusa:

Ne n.n. HaumenoBanue nokaszartens TpeGosanue HopmaTtueHON AOKYMeHTaumu PesynuTat aHanusa
1 Onucanue Mass Benoro upera, renenofobHOR KOHCUCTEHUMM, Co cnabbim CooTeercreyer
CneuncmHeckmM sanaxom, no BHeWHeMy BuAY A0NKHE BbiTb
CAHOpOaHOM
2 NapenTucbukauun Ha xpomatorpammax MCNbITYeMoro pacTeopa v pacteopa CootBeTcrayer

CpasHeHns, nonyyeHHsIx 8 pasaene "KonuyecteerHoe
ONpeAeneHue”, BpEMeHa yaepKUBAHUS NUKOB TPUaMUUHONOHA
aueToHMAa U MUPaMUCTUHE, COOTBETCTBEHHO, AOMKHLI COBNAAATL
(TPuaMumHonoHa aueToHWA U MUPaMNCTIH)

3  Macea COAEPXKUMOro ynakoskm Macca coaepxumoro Kaxpon TyGbl ONKHa BbiTk He MeHee CooTeetcTBYeET
HOMUWHENLHONW
4 Mukpobuonoruueckas uuctoTa CooteetcTeeHHo MKK NC Cooraetcrayer
5  Konuuecraenroe onpenenexsve 0,225 - 0.275 mrir 0,245 mr/r
TPUaMUUHONOHa aueToHuaa
KonuyecteeHHoe onpedenenne 45-55mrir 5.1 mrir
MUPEMUCTIHAE
6  Ynakoska CooTBeTcTBEHHO MKK N1C CootBeTcTByET
7 Mapkuposka CooteercTtaenHo MKK fC Cooteetcrayer

Aata okoH4YaHus cpoka rogHocTH: 03.2023

XpaHeHue: XPaHWUTL B OPUTUHANBLHON ynakoeke npu Temneparype He Boiwe 25°C. He 3amopaxvearth
3aknoyexue: CooTreTcTByeT TpeboBaHusm MKK JIC o1 25.10.2018 PErUCTPALMOHHOMY YAOCTOREPEHUID
NeUA/6123/01/01
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d AAPHUUA

Anpec 02093, r. Kues, yn. Eopucnoanc '
Tan./®axc: (+38044)568-32-10 npueunaul 0025444
(+38044) 207-73-41 OTnen XOHTPONR Xaue

(+38044)207-73-04 YNONHOMOWGHHO® MO IO XAWECTBY

(+38044) 207~73-27 YNoNHOMOWEHHOe MMLO NO dapmaxonamsopy

Ceptudpmkar cepumn nekapcTBeHHOro cpeacTaa

1. HaumeHoBaHue, cuna
AeACTBUA/aKTUBHOCTD, NNeKapcCTBeHHan
¢opMa 1 paamep ynakoBKu
(MAEHTUYHO TEKCTY Ha ynaKoBkKe
roToBOW NPOAYKLUK):

2. Homep cepuu roroBo NPOAYKUUK:

3. CtpaHa-npousBoguTens:

4. HaumeHoBaHue cTpaHbl / cTpaH
Ha3HayeHus ANA cepun:

5. Homep peructpauymoHHoro
YAOCTOBEpEeHUs:

6. [lara npoussoacrsa:

7. [lata OKOHYaHUA CpOKa rOAHOCTYH
(Mecsy u roa, nocne Kkotoporo JIC He
npuMeHsieTcs):

8. HassaHun, agpeca n Homepa
NUUEH3uN BCeX y4acTKoB
NPOU3BOACTBA U KOHTPONS KayecTsa:

9. Ceptudukartsl coorsercTeua GMP
BCeX y4aCTKOB, yKa3aHHbIX B n.8:

10. Pe3synbTathl aHanu3os:

11. KommeHTapuu:

12. 3ansneHue o cepTuduxauum:

13. Uma n pamunus
YNonHOMOYeHHOro nuLa, KoTopoe
ocywecTensAeT ceprucbukaLmio cepuu:

14. Noanucb YNonHoMo4eHHOro nvua,
KOTOpoOe ocyulecTBAsAeT
cepTudUKauuio cepuu:

15. laTa nopnucaums:

TPUMNUCTUH® - APHULA

1 r Masn coaepXuT. TpMamuuHonoHa aueToHuaa
MWKPOHV3UPOBaHHOro 0,25 Mr, MMpPaMuCTUHa 5 Mr, Masb
no 14 r 8 Ty6e; no 1 Ty6e B nauke ¢ MapkMpoBKOMN Ha
YKpauHCKOM f3blike

MT60820
YkpaunHa
YkpauHa

Pasmep cepuu: 31204 ynak.

UA/6123/01/01

asryct 2020
08.2022

nponsseaeHo, BKTIOYAn YNakosKy/MapkUpoBKY U KOHTPOSb
ka4yecTsa Ha HYAO «®apmauesTuieckas upma «apHuua» no
appecy: r. Kues, yn. Bopucnonbckas, 13;

nuyeHsna AB Ne 598086, ceunetenncteo 06 aTrectaumu
nabopatopuii OKK Ne 128

ceptudpukar 035/2019/GMP

npuBseneHbl B cepTudukarte aHanusa (aononHexHve 1)

XpaHUTbL B OPUNMHANBHOMN ynakoBKke NMpu TemnepaTtype He Bbille
25°C. He 3amopaxuBats

JTUM noaTeepxaalo, YTo BCe NpoOn3BOACTBEHHbIE CTaauu AN
3TON cepuun roToBOM NPoAYKUMK Bbinu npoussenexbl B NONHOM
CooTBEeTCTBUM C TpeboBaHUAMM, YCTAHOBNEHHLIMU B
AeACTBYIOEM pyKkoBOACTBE No GMP, YTBEPXOEHHOM
Mutucrepcteom sapasooxpaHerns YKpaunHbl, u c
Tpeb0BaHWAMMN PerucTPaLMOHHOro AoCkHe CTpaHbl HasHa4YeHus.

CEPUSA PA3PELUEHA
K PEANU3AL UMK

c'Zl" OJ8 202D

YnWOe nuuo
\ llaeperiko A.A.
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Haumenosanue npoayxuuu:

Homep cepuu:

Homep perucrpauymontoro
yAOCTOBepeHus:

AHanus BLINONHEH No:

OAPHUURA

002504

CepTudpukar aHannsa Ne 6

TPUMUCTUH® - DAPHUUA, masb, no 14 r e
YKPauHCKOM fi3bike
MT60820

UA/6123/01/01

Ty6e; no 1 Ty6e B navke ¢ MapKupoBKoW Ha

Pasmep cepumn: 31204 ynax.

MKK N1C ot 25.10.2018 pervucTpaunorHoMy yaoctosepeHrwio NelUA/6123/01/01

PesynuTar ananusa:
Ne n.n. HaumeHoBsanwe nokasatens TpeGosaHue HopmaTUBHOM AOKYMeHTauuu Pe3yneTar ananuaa
1 Onucanue Ma3e Genoro ypera, renenogofHomn KOHCCTEHLMK, CO cnabbim Coorsertcreyer
cneuuguyeckum sanaxom, no BHewWHeMy Buay AonxHa GbiT
OAHOPOAHON
2 Wpentudbukayus Ha xpomarorpammax WCNbITYEMOro pacTeopa v pacTsopa CootsetcreyeTt
CpasHeHus, nonyueHHsIx B pasaene "KonuyecTserHoe
onpeaenexue”, BpemMeHa yaepXuaaHus NukoB TpUaMuMHONoHa
aueToHUAa U MUPAMUCTUHA, COOTBETCTBEHHO, AOMKHbI coBnagartb
(TpuamumHonoHa aueTonua u MUPaMUCTUH)
3 Macca copepxumoro ynakosku  Macca conepkumoro kaxgoit TyGbl AomkHa BbITh He MeHee CooteetcTayer
HOMWHanNbHOW
4 Mukpobuonoruueckas wucrota CooteetcTeenHo MKK NC Cootsetcreyer
5  KonuuectseHnHoe onpepeneHne 0,225 - 0,275 mrir 0,240 mr/r
TPUaMUMHONOHA aLeToHuAa
KonuuecrsenHoe onpegenenme 4,5-5,5 mrir 5,2 mrir
MUpaMuCTUHa
6  YnakoBka CooteetcTBeHHo MKK 11C Cooteetcrayer
7 Mapkuposka CooteerctaenHo MKK IC Coovsercrayer

Aata okoHyaHus cpoka rogHoctn  08.2022
XpaHeHue:

3akfoyeHue:;
NeUA/6123/01/01

Aara noanucanus:

CooTsercrayer TpeGosanusm MKK NIC 07 25.10.2018

XPaHUTL B OPUIMHANLHOW ynakoske Npu Temnepatype He Beiwe 25°C. He 3amMopaxusars

J 6121raun
pHCRinbeLRa, 131 .
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