NAPHUUR

Anpec 02093, r. Kuem, yn. Bopucnonscugs
Ten./daxc: (+38044)568-32-10 npnmaicoz 61 3 1
(+38044)207-73-41 OrTmen XOHTPOAR KauedTE
(+38044)207-73-04 YnonxomMowernHOe MU0 MO XavecTey

(+38044)207-73-27 YnonHoMOueHHOe MUO O dapraxonagsopy

CepTudukart cepmu nekapcTBeHHOro cpencrea

1. HaumeHoBaHue, cuna

AencTBUA/aKTH BHOCTb, NeKapcTBeHHan

¢opMa u pasmep ynakosku
(MAGHTUYHO TEeKCTY Ha ynakoBke
FrOTOBOW NPOAYKUMUM):

2. Homep cepum rotosoi npoaykuuu:
3. CtpaHa-npoussoauTens:

4. HaumeHoBaHue cTpaHbl / cTpaH
Ha3HauyeHMs aAnsA cepuum:

5. Homep peructpauuoHHoro
YOROCTOBEPEHUR:

6. [lata npoussoacTBa;

7. lata OKOHYaHUA CPOKa roAHOCTH
(Mecsay u rop, nocne koroporo JIC He
npuMeHsercs):

8. HassaHus, agpeca u HoMepa
NMUEH3UK BCeX y4acTKoB
NPOU3BOACTBA U KOHTPONSA KavyecTBa:

9. Ceptudbukarnl cootsercreus GMP
BCEX YYaCTKOB, YKa3aHHbIX B Nn.8:

10. Pe3aynbTaThi aHanusos:

11. KommeHTapuu:

12. 3ansnexue o ceprudbukaumm:

13. Ums u hamunus
YNONHOMOYEHHOro nuua, KoTopoe
ocyuiecTenseT cepTudUKaLuIo cepun:

14. Noanucb YnonHoMouYeHHoOro nuua,
KOTOpoe ocyulecTBMsieT
cepTudukaumio cepmn:

15. flata noanucaHus:

/;’ v Ctas’
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CTPENTOUMAO-0APHULIA

1 TabneTka cofepxuT cynetbaHnnamuaa 300 mr, TabneTku no
300 mr

no 10 TabneTok B KOHTYPHBIX AYEMKOBLIX YNAKOBKaX ¢
MapKUPOBKOIA Ha YKPAUHCKOM U PYCCKOM Si3blKax

HN10221

YKpauHa
YkpavHa

Pa3amep cepuu: 116981 ynax.

UA/5949/01/01

despans 2021
02.2026

NPOU3BEAEHO, BKITIOYARA YNakoBKY/MapKUPOBKY M KOHTPOSb
ka4ecrsa Ha HAO «Papmavestudeckan dupma «JdapHuya» no
appecy: r. Kues, yn. Bopucnonsckas, 13:

nuueHsus AB Ne 598086, ceugetenscTso o6 arrectayuu
naboparopuit OKK Ne 128

ceptudukar 035/2019/GMP

npvBeAeHbl B cepTudmkaTe aHanuaa (4ononHeHue 1)

XPaHWTb B OPUrMHanLHOM ynakoske npu Temnepartype He Bbie
25°C

STUM NOATBEPXKAAID, 4TO BCE NPOUSBOACTBEHHbIE CTaaMKU 4Ns
3TO CEpUM roToBOM NpoAyKUMK Bbinun NnpouseeAeHs! B NOAHOM
COOTBETCTBUM C TPeBOoBaHUAMM, YCTAHOBNEHHBIMU B
AEUCTBYIOLLEM PYKOBOACTBE MO GMP, yTeepxaeHHOM
Munuctepcteom 3ApPaBoOXpaHEeHUR YKpauHbi, U C
TpeBGoBaHNAMK PEerucTPaLMOHHOrO AOCbE CTPaHbl HA3HAYEHUSR.

CEPUA PASPELUEHA
K PEANW3ALIKY

YIOSNHIm0

SHHOB NUUO




Rononuerue 1 k Ceptudbukaty cepun

10026131

Ceptucbukar aHanusa Ne 1

Haumerosanue npoaykunu: CTPEMTOUNA-AAPHWULA, TabneTku no 300 mr, no’ 10 TabneTok s KOHTYPHbIX
AYEAKOBLIX YNaKoBKax C MapKWPOBKON Ha YKPauHCKOM U PYCCKOM R3bIKax

Homep cepuu: HN10221 Pasmep cepuu: 116981 ynax.
Homep peructpaumonHoro UA/5949/01/01

yAocTosepeHun:

AHanu3a BbINONHEH No: MKK N1C ot 10.12.2020 « perncrpaunoHHoOMy yaoctoseperunio NeUA/S5949/01/01

Pesynbrar avanusa:

Ne n.n. HaumeHoBanue nokaszatens TpeGosanue HOPMaTUBHO® QOKYMEHTaLIMM PesyneTtat avanuaa
1 Onucanue TabneTkn Benoro usera, NNOCKOUNUNUHADPUHECKON POpMbIL, C CooTeeTtcrayer
puckoun v chackoin
2 NoanuHHoCTL A. Y®-cnekTp nornouwieHun NCNbITYEMOro pacTsopa, Cootsercteyer

NPUrOTOBNEHHOrO, KaK OnucaHo B pasaene "KonuvectaerHoe
onpepeneHue”. 8 06nactv o1 230 v [0 350 HM LONXEH UMETH
Makcumymel npu (26312) wm, (270£2) HM v NNeyo npu anuHe
BOMHb! OT 257 UM 80 261 HMm

B. Ha xpomatorpamme ucnsityemoro pacrsopa, nonyyeHHoM 8 Cootsercrayer
pasaene "ConytcTaylowme npumecu”, 40nxHo obHapyxusaTbes

OCHOBHO® MATHO Ha YPOBHE OCHOBHOrO NATHA Ha XPOMaTorpamme

PacTBOpa cpaBHeHus (a)

3 OAHOPOAHOCTb 403UPOBAHHbIX Cooteetcreyet Tpebosanuam [OY, 2.9.40 Cootsercrayer
eanHuy

4 PacnagaemocTs He Gonee 15 mun 2 MUH

5  Conyrcrayiowue npumecu Noboit npumecw - ve Bonee 0.5 % Cooteetcrayer

8  Pacrsopenve Cooraetcreyer TpeBoranusm oY, 2.9.3 (npn Q=75%) Cootsercrayer

7 KonuuectsenHoe onpesenenne 285 - 315 mr/tab 289 mriTad
cynehannnamuaa

8  MukpoBuonoruueckan unctota  CooTeetcTaeHHo MKK ac Cootsercrayer

9  Ynakoska CooteeTcTeenHo MKK 11C Cootsetcrayer

10 Mapkupoeka CooteeTcTBeHHO MKK N1C CooTsetctayer

Aarta okoHYaHus Cpoka rogHocTu: 02.2026

XpaHeHue: XpaHuTL B OPUrMHaNbLHOM yrnakosxke npu TemnepaTtype Ke sbiwe 25 °C
3akniouenue: CooteetcrayeT Tpe6osarmnam MKK NC oT 10.12.2020 « PErucTpauroHHOMY YAOCTOBEPEHMIO
. NeUA/5949/01/01

[ava nognucauus: /y CXJWQZ/ Bo. ﬂawanwmé»@f{}‘z;% :

, ‘ CDeAOiWyK C.B.




Mpogoexennn Ceprudikar axocri / Ceprudikar ananisy N2 170000003871

11. Komenrapi: Bes komeHTapie
12. YmoBn 36epirannn: B opuriHaneHili ynakosui npu temnepartypi He suue 25°C. 36epirat B HEAOCTYNHOMY AnA
Aiteit Micuy.

13. 3anBa npo cepmudixanio: Llum nigreepppkyio, wo Bci BUpo6GHUUI cTagii ana Uiei cepii rotoBoi npoaykyii 6ynu npoeefeHi
B MOBHilA BiANOBIAHOCTI 3 BUMOramMu, BCTaHOBNIEHUMMN B UMHHOMY KepieHULTBI no GMP,
3aTBeppkeHoMy MiHicTepcTBoMm OXOpOHU 3f0poB’'a YKpaitu, i 3 BUMOramMu peectpaujiiHoro
AOCLE KpaiHW NpU3HauYeHHA

Cepin pozBonena Ao peani3zauii / igsanTaxenns 3 21.04.2022

3arBeppKyio
MNib: Kopotkosa O.I.

lMNocapa: YnoBHoBaxeHa ocoba

Mignucano enexktporHum nignucom: 21.04.2022

Crop.232



Agpeca 02093, m. Kuwie, syn. bopwucninbcbka, 13

Ten./®akc: (+38044)568-32-10 [MpuiimanbHa

d n n p H u u q (+38044)207-73-41 Bigain KoOHTpOMIO AKOCTI
(+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKocTi
{(+38044)207-73-27 YnoeHoBaweHa ocoba 3 dapmaxoHarnagy

Ceptudikar sakocri / Ceptudikar ananisy N2 170000003871

1. HaiAmeHyBaHHA npoayxii:

(va3Ba, cuna piilakTMBHICTL, Nikapcbka Gopma Ta
po3Mmip ynakoBku (iAeHTUYHO [0 TEKCTY Ha
ynakosLUi rotoBoi NpoaykKuii))

2. Homep cepii:
3. Poamip cepii:

4. KpaiHa-Bmpo6HmuK:

5. HalimeHyBaHHA KpaiuM / KpaiH npu3HaYeHHA
AnAa cepii:

6. Homep peecTpalifHOro noceig4YeHHn:
7. faTa supobunyrea:
8. lata 3aKinueHHN Tepminy npmaaTHocTi

(micau i pik, nicna skoro J13 He 3acToCOBY€ETLCA):

9. Hazea, agpeca Ta HOMepHM niyensii Bcix
AinbHMUL BUPOGHMLTEA | KOHTPONIO AKOCTI;
Ceprudixatm Bignosiguocri GMP Bcix
ANbHALDL:

10. Ananiz BMKOHaHWiA 3rigHoO:

PesynuraTm aHanisy:

CTPEMTOUMA-AAPHULIA

1 Tabnetka micTuTe cynbaninamigy 300 mr;

Tabnetkn no 300 mr; no 10 TabneTok y KOHTYPHUX YapyHKOBWX YNAaKOBKaX 3
MapKyBaHHAM YKPaiHCbKOIO MOBOIO

HN10422
116,205 TYN
YkpaiHa

YKpaiHa

UA/5949/01/01
04.2022
04.2027

BUpo6neHo, BKNIOYaIOUM YyNakoBKy/MapKyBaHHA Ta KOHTPOsb AKOCTI Ha MpAT
«QapmaviestuuHa ¢ipma «[lapHuuay» 3a agpecoio: m Kuis, syn. bopucninecbka,
13;

niyensia AB N2598086;

ceigouTso Npo atecrayiio naboparopiit BKA Ne 128;

ceptudikat GMP N2 035/2019/GMP

MEK#A 13 Big 10.12.2020 po peecrpauiitHoro nocsigueHHa NeUA/S5949/01/01

N2 n.n. HalmeHyBaHHA NOKA3ZHWKA BuMOrv HOpMaTHUBHO! A OKyMeHTauil PezynuTaT aHanisy
1 Onuc Tabnetku 6inoro Konsopy, NNocKoUUNiIHAPUUHOI popmu, 3 puckoio TaBignogigae

dackoio
2 IpeHTudikauia A Y®-cnekTp nornvHaHHA BUNpo6GoByBaHOro po3unHy, NpuroTtoBaHoro, Bianosigae

AK onucaHo B po3fini "KinbKicHe Bu3HaueHHA", B obnacTi sig 230 Hm
Ao 350 HM noeuHeHmaTH Makcumymu npu (26312) Hm, (27012) Hm i
nneve 3a fOBXMWHU XBUNi Bif 257 Hm Ao 261 um
3 IpeHTndikaLlia B Ha xpomatorpami BuNpobyBaHoro posuvHy, OTPUMaHOI B po3gini Bianosigae
"CynposifiHi AOMILIKW,Ma€E BUABNATUCA OCHOBHa NNAMA Ha PiBHI
OCHOBHOI NJIAMW Ha XPOMa- Torpami po3uuHy nopieHAHHA (a)

4 OpHopiaHicTs go3oBanux oAvHuLbL  Bignoeinae sumoram AOY, 2.9.40 Bianosinae
5 Posnapganna He 6Ginbwe 15 x8 2 x8

6 CynposifgHi AoMilIKn Byab-akoi gomiwkn He Ginbwe 0,5 % e Bi_l:!_ponigae
7 Po3unHeHHA Bignosigae sumoram AiOY, 2.9.3 (pu Q = 75 %) y /" :_. ! sz‘ 'a\&a,ae
8 KinbkicHe BU3HaueHHA Cynedaninamigy 285 - 315 mrirab | 7 1 l 292 M?’J’“"m‘jn
9 MikpobionoriuHa uncrota BignosiaHo no MKA N3 L Ak
10 Ynakoexa Bipnoseiano o MKA N3

11 MapkysaHHs BignosigHo ao MKA N3

Crop. 132



d aAPHUUA

Anmpec 02053, 1. Kuenm, yi. Bopucnonnoxas 1b

Tex./®arc: (+38044)568-32-10 Mpmessas ‘l 02 4985
(+38044)207-73-41 Ornen xoxHTpoas kxavecTka

(+38044) 207-73-04 ¥YnonxomouexHoe JHMUQ N0 KAaueCTBY

(+38044) 207-73-27 YnomuomowenHoe Mo no fapMaxoragsopy

CepTudpmnkar cepum nekapcTBEHHOro cpencrTea

1. HaumeHoBaknue, cuna
AEeUCTBUA/aKTUBHOCT, nekapcTBeHHas
(hopMa M pazMep ynakosku
(MAEHTHYHO TekCTy Ha ynakoeke
roToBO#W npoAayKuuu):

2. Homep cepuu rotoson NPOAYKUUM:

3. Ctpana-npouseoauTens:

4. HauMeHoBaHue CTpPaHbl / cTpaH
Ha3HavyeHuAa AnA cepuu:

5. Homep peructpauymonHoro
YAOCTOBEPEHUS:

6. Nlata npouseoacTea:

7. DaTa okoHYaHus CpOKa rogHocTH
(mecsau u rog, nocne KoToporo JIC He
nprMmeHseTcs):

8. Hazmawnus, agpeca u HOMepa
NMUEH3UN BCEX y4acTKOB
NPOWM3BOACTBA U KOHTPONSA KayecTea:

9. Ceprudukarhl cootseTcTRUS GMP
BCeX YYacTKOB, yKa3aHHbLIX B 1n.8:

10. PesynbTatel ananuaoe:

11. KommenTapuu:

12. 3anenenue o cepTudbukaymu:

13. Uma u cbamunus
YnonHomoueHHoro nuua, KoTopoe
OcywecTenseT cepTudukaumio cepum;

14. Moanuce YnonHoMoueHHoro nuua,
KoTopoe ocywecTenser
CepTuPUKaLmnIo cepuu:

15. Nlata nognucanus:

CTPENTOLNA-OAPHULIA

1 Tabnetka cogepxur cynsanunamupa 300 mr, TabneTkv no
300 mr

no 10 TabneTok B KOHTYPHLIX SYEHKOBbIX ynakoskax ¢
MapKUPOBKOW Ha YKPaUHCKOM U PYCCKOM S3blKax

HN140820
YkpauHa
YkpauvHa

Paamep cepuu: 114182 ynak.

UA/5949/01/01

aBrycr 2020
08.2025

npousBefeHo, BKNKoyYas YNaKoBKY/MapKMpOBKY U KOHTPONb
kavecTea Ha HAO «PapmalieBTuveckas chupma «[dapHmyar» no
appecy: r. Kues, yn. Bopucnonsckas, 13;

nnyensnsa AB Ne 598086, ceupeTenbcteo o6 atrecraum
naGoparopuit OKK Ne 128

cepTudukaT 035/2019/GMP

NPUBEREHE! B CepTUtMKaTE aHanuaa (4ononHeHue 1)

XPaHWTL B OpUrMHANBbHON
25°C

OTYM roaTBEPXAAlD, UTO BCe NPOU3BOACTBEHHLIE CTagun Ans
3TOW CEepuM roToBoi NPOAYKLUMK Bbinu Npou3sefeHsl B NoMHOM
COOTBETCTBUM C TPeDOBaHUAMM, YCTAHOBNEHHBIMY B
AEUCTBYIOUIEM PYKOBOACTEE Mo GMP, yTBepxaeHHOM
Munucrepcrsom 3APaBCOXpaHeHWs YkpanHbl, 1 ¢
TPeBOBaHUAMMU perucTpaLmoHHoro AOCbe CTpaHbl HasHaveHus.

ynakoBKe npu TEMNepaType He Bbiwe

[ CEPus PA3PELIEHA
K PEANU3ALIAH

c Qﬁ_ﬁi_J@r

Yno

fEHHGE NLo
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CepTtudmkar ananusa Ne 14

HaumeHosanue npoaykumu: CTPENTOUMA-AAPHWUA, TaBnetku no 300 Mr. no 10 TabneTok B KOHTYpHLIX
AYEIIKOBbIX YNaKOBKAX ¢ MAPKWPOBKORA Ha YKPAUHCKOM 1 DYCCKOM A3biKax

Homep cepuu: HN140820 Pasmep cepuu: 114182 ynax.

Homep perucrpayuonmore UA/5949/01/01

YAOCTOBEpEHUSA:

AHaNM3 BLINONMHEH No: MKK 1C k PEMNCTPAUNOHHOMY YAOCTOBSREHUIO NeUA/5948/01/014

Pesynkrar ananuaa:

N¢ n.n. Haumenosauwe nokasartens TpeBosaHue HopmaTuasHo AOKYyMeHTaLum Pe3yneraT ananuza
1 Cnwucanue Tabnetku Genoro UBETA, NNOCKCUMNUHADPUYECKOH dhopmbl, © Cooteetcrayer
PUCKOW U thackon
2 floanuHHoCTs A. Y®-cnekTp nornowenvs VCnkITYeMOrc pacTeopa, CooteetcrRyeT

NPWroTOBNENHOrO, Kak onucaHo r pasaene "Konuvecteexnoe
onpeaenenve", B 061acTu oT 230 Hm A0 350 M ponxeH umets
MAKCUMYMBI Nput (28312} 1M, (27042) um U nnedo np# AnnHe
BOMHbI OT 257 HMm A0 261 Hm

B. Ha xpomarorpamme MCNLITYEMOro pacTropa, NoMy4YeHHoR B Cooteetcrayer
pasgene "ConyteTayowme NPUMECK”, BONXHO 0BHaPYXMBATHCH

OCHOBHOE NATHO Ha YPOBHE CCHOBHOrO NATHA Ha XpoMaTtorpamme

PacTeopa cpasHeHun (a)

3 OakxopoaHocTs A03VPOBARHBIX Cooreetcrayer Tpebosakuam Py, 2.9 40 Cooteetcrayer
efvHuy
4  Pacnagaemocts He Gonee 15 muu 1 MUH
5  Conyrcrayiowme npuMmecu NwBoin npumeck - ve Gonee 0.5 % CoorsetcTayer |
6  Pacreopetive Coorsertcrsyer Tpebosanuam FdY, 2.9.3 (npu Q=75%) Cooteetcrayer *'
7 KonuuecTseuxoe onpeaenexdue 285 - 315 mritab 293 Mr/Tab
CynehaHunamuaa
8  Mukpobuonoriueckas 4YUCTOTA Cooteetcreeqno MKK J1C Cooteercrayer
9 Ynakosxa CootsetcraeHno MKK G Coorgetcreyer
10 Mapkuposka CooTsetcTeeHHO MKK NIC Cooreercrayer

AaTta okoHuaHus CpoKa rogHocTs 08,2025

XpaHeHue: XPaHWTb B OPUrMHANGLHOW yNakoske Npy TeMnepatype He Boilwe 25°C
3akrnodeHue: CooTeetcrayeT TpeBonanmnam MKK IC«k PerMcTpaunoHHomy m/oc:ceae%mo NeUA/5949/01/01

' ' MPURETHE AKLY > )
Hata nagnucanus: 2, ?/Of/bo HauansHuk OK| DATAL FHDIPMA “ DAPH MG o BA

S xon 00431212




DAPHUURA

Anpec 02093, .
Ten./daxc: (+38044)568-32-10 {lpuemuawn

(+38044)207-73-41 Orgen rxouTpons xauvecks

Kues, yxn. Eopxcnon&cxei,

A5
0026141

{+38044)207-73-04 YnonuoMoweHHoOe NULIG MO RayuaeCcTBy
(+38044)207-73-27 YNonHOMOWSHHOS NULO HO ¢apMaxkoHagsopy

CepTudhnkar cepum nekapcTBEHHOro cpeacTBa

1. HaumeHoBauue, cuna
AeACTBHUA/AKTUBHOCTL, NEKapcTBeHHAaR
thopma 1 paamep ynakoBku
(MAEHTUYHO TeKCTY Ha ynaKoBke
FOTOBOW NPOAYKUMMU):

2. Homep cepuu roToBo#M Npoaykuuu:
3. CrpaKna-npounasoaurens:

4. HauMmeHoBaHuWe cTpaHbl / cTpaH
Ha3HaYeHUA ans cepuu:

5. Homep peructpauuoHHoro
YOOCTOBEPEHUA:

6. flata npoussoncTea:

7. laTa OKOHYaHKA CPOKa rOAHOCTH
(Mecau u rog, nocne kotoporo NC He
npuMeHsaeTca):

8. HasmaHusa, azpeca u Homepa
NAUEeH3NA BCceX y4acTKoB
NPOMU3BOACTBA W KOHTPONSA KavecTBa:

9. CepTudhukaThl cooTBeTCTBUA GMP
BCeX y4acTKOB, yKa3aHHbIX B N.8;

10. PeaynbTaTth! avanuaos:

11. KomMeHTapuu:

12. 3asBnexue o ceprudukaumuu:

13. Umsa u chamunus
YnonHoMoueHHOro nuua, KOTOpoe
ocyulecTenseT cepTUdmMKaLuIo cepuu:

14. Mopnuce YnonHoMoueHHoro nuvua,
KOTOpOe ocywecTBRRAET
CEPTURUKALMIO Cepuu:

15. Darta noanucaHus:

fé;@w/ ey

CTPENTOLMA-OAPHULIA

1 Tabnetka copepxut cynbdannnamuaa 300 Mr, TabneTkn no

300 mr

no 10 TabneTok B KOKTYPHbIX SYENKOBbLIX YNaKoBKax C
MapKUPOBKOW Ha YKPAWMHCKOM U PYCCKOM A3bIKaX

HN20221
YkpauHa
YkpauHa

UA/53949/01/01

thespans 2021
02.2026

Pasmep cepun: 118842 ynaxk.

NPOU3BEASHO, BKNIOHAA YNAKOBKY/MapKUPOBKY K KOHTRONb
ka4ecTea Ha HAO «DapmauesTudeckasn upma «apHulas rno

agpecy: r. Kues, yn. Bopucnonsckas, 13;

nuueHsus AB Ne 598086, ceuaeTtensctso 06 aTrecTaumu

nabopartopuit OKK Ne 128

cepTudmkaT 035/2019/GMP

NpYBEAEHBI B CepTUdUKaTe aHanumaa (AononHenve 1)

XPaHUTL B OPUTMHANBLHOW YNAKOBKE NPU TEMMERATYPE HE BbilLe

25°C

OTUM NOATBEPXAAI, YTO BCE NPOU3BOACTBEHHLIE CTAANM ANA
3TO Cepvn roTOBOW MPOAYKUMN Bbini NPOU3BEaeHbl B MONHOM
COOTBETCTBUM ¢ TpeboBaKUAMK, YCTAHOBNEHHBIMM B
AedcTayouleM pykoBoacTee No GMP, yTBEpPKEEHHOM
MutncrepcTeom sapasooxpanerns YkpauHsl, v ¢
TpeBoBaHWUAMN PEruGTPALMOHHCIO OChE CTPaHEI HA3HAYEHUS,




Dononuenune 1 k¥ CepTudhukary cepuu

< - 10026141

Ceptudpukar aHanuza Ne 2

Haumerosanue npoaykumm: CTPEMNTOUWA-AAPHUMUA, TaBneTki no 300 mr, no 10 TaBNETOK B KOHTYPHLIX
AYEAKOBBIX YNAKOBKEX ¢ MAPKUDOBKOE HE YKDBWHCKOM U DYCCKOM A3biKaX

Homep cepuu: HN20221 Paamep cepuu: 118642 ynax

HoMep pervcTpaunoHHoro UA/BG48/01/01

YOOCTOBEPEHUS: )

AHanus BbINCnHeH No: MKK N1C o7 10.12.2020 x pervcTpauoHKEomy yaocToaepeHuo NeUA/ES49/01/01

PesyneTar ananuaa;

Ne n.n. HaumeHoBaHwe nokaszarens TpeBGoBaxue HopmaTUBHOW AOKYMEHTauuu PesyneTat aHanuaa
1 Onucaunne TabnaTkn ©2NOro useTa, NNOCKOUMNUHAZMHECKTH thopmel, C© CooTeetcrayeT
DUCKOR 1 Chackon
2 MNoanwuHeocTs A. YD-CNeKkTp NOrNOLLEHNS UCMLITYEMOTO PACTROPE, CooTtBeTcTayeT

NPUroTOBNEHHOrO, KaK 0nucaHo & pazaene "KonuuecrtaeHnoe
onpegenenne’, B 00nacti o1 230 Hm 00 350 HM LOMKeH uMeTs
MEKCHMYMBI NPpr (26342) Am, (27022) Hm 1 Nne<o Npu anvHe
BONHE OT 257 HM A0 261 1

B. Ha xpomaTorpamme uenuiTye@moro pacTsopa, NONYHeHHoN 6 CooteetcTayeT
pasnene "ConyTcTsylowme NpuMecy”, AOMKHD 0BHaPYKUBATHCA

OCHOBHOE NATHO Ha YPOBHE OCHOBHOTO NATHA HA XPOMaTOrpaMme

pacTeopa cpasHeHun (a)

3 OaHOPOAHOCTE 403UPOBAHHLIX Coorsetcrayet Tpebosarusm IOY, 2.9.40 CooTtsetcTayeTt
SAUHNY

4  PacnagaemocTs He Bonee 15 mun 2 MUWH

5  Conyrcrayoiime nphmecy NwGoh npumecu - e Bonee 0.5 % CooTBeTcTaYET

6  PacTeopeHue CooTteercreyet Tpeboparusm {®Y, 2.9.3 (npu Q=75%) CoortsetcTRyeT

7 Konudecraenxos cnpeaenedne 285 - 315 mr/Tab 297 mr/Tab
Cynsthanunamuaa

8  MuxkpoBuororudeckas uuctoTa CooTtsercreeHno MKK NC CaooTeeTcTRYET

9  Ynakoska CoaTsercraeHHo MKK M1C CocTeercTryer

10 Mapkuposka CooTretcTeeHHO MKK f1C CooTeetcTayer

faTa oKoH4aHua cpoka rogrocT:  02.2026

XpaHeHue: XpavUTL B OPUrMHENbHON YNAKoBKE NpU TEMNEPATYPE HE Bblle 25 °C
3akntoyeHue: Cootsercrayer tpebonanusm MKK [1C o1 10 12.2020 « PETNCTRALNOHHOMY YAOCTOBEREHWNIO
NelJA/EY49/01/01

Nara nognucasivg; 43.02. 202/ Denopuyk C B




Appeca 02093, m. Kuis, Byn. Bopucninbcbka, 13

; oo Ten, /Qake:  (+38044) 566-68-78 [MpuimanbHa
ﬂ n p H U u g (+38044)207-73-41 Bipain KoHTponio AKOCTI
i (+38044)207-73-04 YnoBHoBaxeHa ocoba 3 AKOCTI

(+38044) 207-73-27 YnosHoBaxeHa ocoba 3 d¢apmakoHarnagy

Ceprudikar akocti / Ceprudikar ananisy Ne 170000017551

1. HaiimeHyBaHHA NpoayKuil:

(Ha3Ba, cuna piilakTnBHICTb, Nikapcbka popma Ta
po3mip ynakoBku (iG€HTUUYHO A0 TEKCTY Ha
ynakoBLji FOTOBOI npogyKuii))

2. Homep cepi:
3. Po3mip cepi:
4. KpaiHa-BUpO6GHMK:

5. HaiimeHyBaHHA KpaiHu / KpaiH Npu3Ha4YeHHA
AnA cepii:
6. Homep peecTpauiiiHoro nocBigueHHA:

7. Data Bupo6GHULTBa:
8. llaTa 3aKiHYeHHA TepMiHy NpUAATHOCTI
(micaub i piK, nicna Aakoro J13 He 3aCTOCOBYETLCA):

9. Ha3Ba, agpeca Ta Homepu niyeHsiil Bcix
AiNbHNLb BUPOOGHMLTBA | KOHTPONIO AKOCTI;
Ceptudikaru BignosigHocti GMP Bcix
AiNbHNUb:

10. AHani3z BUKOHaHWIA 3rigHo:

PesynbTaTtu aHanisy:

CTPENTOLIMA-0APHULIA

1 Tabnetka Mictutb cynbdainamigy 300 mr;

Tabnetku no 300 mr; no 10 TabneToK y KOHTYPHUX YapyHKOBWX ynakoBKax 3
MapKyBaHHAM YKpaiHCbKOIO MOBOIO

HN20223
118,260 TYN
YKpaiHa

YKpaiHa
UA/5949/01/01

02.2023
02.2028

BUPOGNEHO, BKMOUAIOUM YNAaKoBKY/MapKyBaHHA Ta KOHTponb AKocTi Ha MpAT .
«®apmauesTuHa dipma «[apHuua» 3a agpecoto: m Kuis, Byn. Bopucninbcebka,
13;

niuyensia. AB Ne598086;

cBifoOUTBO Npo aTecrauito nabopatopiit BKA Ne 128;

ceptudikat GMP Ne 060/2022/GMP

MKA 13 Big 10.12.2020 o peecrpauiiiHoro nocsigueHHa NeUA/5949/01/01

N2 n.n. HalimeHyBaHHA NOKasHWKa Bumory HopmaTUBHOT OKYMeHTaLii PesynbTaT aHanisy
1 Onuc TabneTku 6inoro Konbopy, NNockoLMNiHAPUYHOT popmu, 3 puckoto TaBignosigae

dackoio
2 laeHTudikauia A YO-cneKTp nornvHaHHA BUNPo6oByBaHOro PO3UVHY, NpUroToBaHoro, Binnosinae

AK ornm1caHo B po3gini "KinbkicHe BusHaueHHA", B obnacTi Bifg 230 HM
Ao 350 HM noBuHEHMATW MakcuMyMu npu (263+2) HM, (270£2) HM i
nneyve 3a AoBXuHU xBuni sig 257 UM o 261 M
3 IneHTndikauia B Ha xpomaTorpami Bunpo6yBaHoOro po3vnHy, oTpuMaHoi B po3aini Bignosigae
"CynpoBifHi AOMILWIKK,Ma€E BUABNATUCA OCHOBHA NNAMA Ha PiBHi
OCHOBHOI NIAMM Ha XPOMa- Torpami po3umHY MopiBHAHHA (a)

4 OpHopiaHicTb fO30BaHUX oguMHULL  BignoBsigae Bumoram J0Y, 2.9.40 Bipnosinae
5 Po3napaHHa He 6inbwe 15 x8 1 x8

6 CynposigHi foMilKn Byab-AKkoi fomiwku - He 6inbwe 0,5 % Bignosigae
7 Po3unHeHHA Bignosigae sumoram Y, 2.9.3 (pn Q = 75 %) Bignosigae
8 KinbKicHe BU3HauYeHHA 285 - 315 mr/Tab 300 mr/Tabn.

cynbdaHinamigy .

9 Mikpo6ionoriuHa uncrora BignosiaHo o MKA J13 Bignosigae *
10 YnakoBka BignosigHo o MKA N3 Bignosigae

Crop. 132



MpoaosxeHHa CepTudikar Axocri / Cep'rmbixar awHanisy Ne 170000017551 m "IlmIl|I”I”|”|||"I|I|I“IH"n“Ill

11 MapKyBaHHA BignosigHo go MKA N3 Bianosigae

11. KomenTapi: *NepiognyHicTb KOHTPOIO B KOXHI 10 cepii

12. YmoBu 36epiraHHa: B opwriHanbHil ynakosui npv Temnepatypi He Buwe 25°C. 36epiraTit B He[JoCTyNHOMY AfIA
aiten micui.

13. 3aaBa npo ceptudikayito: Lium niaTepaXylo, Wo Bci BUPoOHNUI cTapii Ans el cepii rotosol npoayKLuii 6ynu nposepeHi
B NOBHIN BIANOBIAHOCTI 3 BUMOraMm, BCTAHOBNIEHUMM B YHHOMY KepiBHWUUTBI no GMP,
3aTBep/keHoMy MiHICTEpPCTBOM OXOPOHU 30POB'A YKpaiHy, i 3 BUMOramm peecTpauinHoro
JL0CbE KpaiHW Npu3Ha4YeHHA

Cepina posBoneHa Ao peanisauii / BinanTaxenHa 3 16.02.2023

3aTBepaXxyto

Mib: Kopotkosa O.T.

MNocapa: YnosHoBaXeHa ocoba

NignucaHo enekTpoHHMM nignucom: 16.02.2023  10:26

Crop. 232



d aarHUUA

Anpec 02093, r. Kue», yn. Bopucnoamcxasg,

Ten./®axc: (+38044)568-32-10 npum1 602 6 7 2 2
(+38044)207-73-41 OTmen xoRTPOAR xaxNects

(+38044)207-73-04 YnonuoMOU@HNOS® IJMIIOC MO RANGCTRY

(+38044) 207-73-27 YnonHOKONEHHOe Jio no dapuaxonansopy

CepTuchukaT cepum nekapCTBEHHOro cpeacTea

1. HaumeHoBanue, cuna
BeACTBUA/aKTUBHOCTL, NEKapCTBEHHanA
c¢dopma u pazmep ynakoBku
(MAGHTMYHO TEKCTY Ha ynakoBKe
rOTOBOW NpoAYyKUMKK):

2. Homep cepuu roroBoM NPoOAYKUUM:

3. CrpaHa-npoussoaurenb:

4, HaumeHoBaHue cTpaHbl / CTpaH
Ha3HayYeHUR AN Cepum:

5. Homep perucrpaumMoHHOro
YAOCTOBEpPEeHUA:

6. [laTa npoussoncraa:

7. lata OKOHYaHUS CPOKa roAHOCTHU
(Mecsu u roa, nocne kotoporo /1C He
NpUMEHsAeTCs):

8. Hassanus, appeca u Homepa
NHULUEH3UR BCeX Y4ACTKOB
NPOU3BOACTBA U KOHTPONSA KayecTBa:

9. Cepruchukarsl coorsercraus GMP
BCeX y4acTKOB, yka3aHHbIX B n.8:

10. Pe3synbtathl aHanu3oB:

11. KommeHTapuu:

12. 3anBneHue o ceprucbukayuu:

13. Uma n bamunusa
YNonHoMo4eHHOro nuua, Kotopoe
ocyLwecTBANeT cepTudUKaLuIo cepuu:

14. Noanuck YnonHoMoueHHOro nuuya,
KOTOpO®e ocyllecTsnsier
cepTudukauumio cepum:

15. flara nognucaHus:

e s fo

e

CTPEMTOUMA-BAPHULIA

1 TabneTka cogepxut cynbcarHnnamuaa 300 mr, Tabnetkm no
300 mr

no 10 TabneTok B KOHTYPHBIX SHEAKOBBIX YNAKOBKax ¢
MapKUPOBKOW Ha YKPaUHCKOM U PYCCKOM RablKax

HN30221 Paamep cepuu: 118492 ynak.
YkpavHa
YkpauHa

UA/5849/01/01

cdespans 2021
02.2026

NPOU3BEAEHO, BKNIOHAA YNAKOBKY/MapKUPOBKY U KOHTPONb
kavecTBa Ha HAO «dapmauestudeckan pupma «flapHuua» no
apapecy: r. Knes, yn. bopucnonsckas, 13;

nuueHsus AB Ne 588086, ceuaeTtenbcTtso o6 atrecrauum
naboparopuit OKK Ne 128

ceptucpunkar 035/2019/GMP

npueeAeHbl B cepTudmkaTte aHanuaa (gononHeHue 1)

XpaHuTb B OPUIrMHaNbHOW YNaKoBKe Npu TemMnepaType He Bbille
25°C

3TUM noaTEepXAAlo, YTO BCE NPOU3IBOACTBEHHbBIE CTaAUU ANA
3TOW cepui roToBoW NpoAyKLMK Bbinv NpousseneHs! B NOMHOM
COOTBETCTBUM C TPEGOBAHNAMK, YCTaHOBMEHHbIMY B
AeiicTeyioliem pykoBoAacTee no GMP, yTeepaeHHOM
MuHUCTEpCTBOM 34paBOOXPaHEHNUA YKPauKbl, U C
Tpe6oBaHUAMU PErvCTPALMOHHOrO AOCHE CTPaHbl HA3HAYEHUS,

CEPUA PASPEWEHA
K PEANTU3ALIKANK

c* 7. poz EQ)Z/F.

I




RononHexne 1 k Ceprucbukary cepuu

aAPHUUA 10026722

Ceptudmkar aHanusa Ne 3

HaumeHoBaHMe NPOAYKLMUU: CTPEMTOLUA-AAPHULA, TabneTtku no 300 mr, no 10 TabneTok 8 KOHTYPHbIX
AYEVKOBbLIX YNAKOBKAX G MapKUPOBKOMN Ha YKPaWHCKOM U PYCCKOM A3bikax

Homep cepuu: HN30221 Pasmep cepuu: 118492 ynax.

Homep perucrpaumoHHoro UA/5949/01/01

YAOCTOBEPEHUR:

AHanu3 BbINONHEH no: MKK f1C o1 10.12.2020 k perucrpayuoHHomy yaoctosepenuio NeUA/5949/01/01

PesynwTar aHanusa:

Ne n.n, HaumenosaHue nokasatens TpeGosaHue HOPMaTUBHOM JOKYMEHTaLUK Pesynerar ananusa
1 Onucaune Tabnetku Henoro usera, NRoCKoLMNUHAPUYecKon hopmsl, ¢ Cooteercreyer
puckow v dackoi
2 NoanuHHOCTL A. YO-cnekTp nornoLeHnsa nenbiTyeMoro pactesopa, CoorsercrayeT

NPUrOTOBNEHHOrO, Kak onNWcaxo B pasaene "KonuuecrsexHoe
onpegenenxue”, B obnactu ot 230 Hm go 350 HM formkes uMeTs
MakCumMyMbl Npu (26312) KM, (270+2) KM U NINEYO0 Npu AnnHe
BONHbI 0T 257 HM p0 261 HM

B. Ha xpomaTtorpamMme ncneITyemoro pacTaopa, NonyqeHHou 8 Cooreercrayer
pasaene "ConyTcayiowme npuMecH”, AOMKHO oGHapyXnBeaTecs

OCHOBHOE NATHO Ha YPOBHE OCHOBHOIO NATHA Ha xpoOMaTorpamme

pacTeopa cpasHenns (a)

3 OnHopogHoCTb Ao3npoBaHHbIX  CooTeeTtcTsyer Tpebosanuam FPY, 2.9.40 CooTsercrayer
eauHuL

4 PacnapaeMocTb He Gonee 15 muH 1 MuH

5 Conyrcreywume npumecu 6o npumecw - He bonee 0,5 % CooTsetcrayer

6 Pacrsopenue Cootsetcrayer TpeboBanusam MY, 2.9.3 (npn Q=75%) CooteercrayeT

7  KonuuectsewHoe onpeaenexue 285 - 315 mr/tab 299 mrfrab
cynethakunammaa

8 Mukpobuonoruyeckan uucrora  CoorsercraseqHHo MKK JIC Cooteercrayer

9  Ynakoska CooraetcraenHo MKK IC Cootaercrayer

10 Mapkuposka CooTteeTcTeedHo MKK 1€ CootseTcreyer

[arta okoH4aHua cpoka rogHocTu: 02.2026

XpaHeHue: XPaHWTL B OPUrMHaNbHOW YNakoske Npu TemMneparype He sbiwe 25 °C
3aknoveHue: CoorsercrayeTt rpebGosanusam MKK JIC ot 10.12.2020 k perucTpaunoHHOMY YAOCTOBEPEHIIO
NeUA/5949/01/01

Aatanogrucawns:  4Q O 202!

¥ : L
R

CBAPAALLE

¢




d AAPHUUA

Anpec 02093, r. Kmuea, yn. Bopucnonmcxag,
Texn./®axc: (+38044)568-32-10 npue)uus’[ 02 7 4 7 9
(+38044)207-73-41 OTnen xoRTpoask xavaecks

(+38044) 207-73-04 YNONHOMOYEHKO® MMUC N0 KAYGCTRY
(+38044)207-73-27 YRONHONOWEHHO® JIMO NO ¢apMaxoHAXSOPY

CepTuchmkar cepumn nekapcTBeHHOro cpeacTsea

1. HaumeHoOBaHue, cuna

OeACTBUR/aKTUBHOCTDL, NeKa PCTBEHHaA

¢dopma u pasMep ynakoBKu
(MAEHTUYHO TEKCTY Ha ynaKkoBKe
roToBOM NpoRyKLUUK):

2. Homep cepuu rotoBOM NPoAYKUUK:
3. CrpaHa-npoussoAuTens:

4. HaumeHoBaHUe CTpaHbl / cTpaH
Ha3Ha4YeHUA Ans cepuu:

5. Homep perucTpauuoxHoro
YAOCTOBEpPEHUs:

6. Aara npoussoacrea:

7. laTta oKOHYaHUA cpoKa roqHoOCTH
(mecsiy u rog, nocne kotoporo JIC He
NPUMEHAEeTCA):

8. HassaHus, agpeca u HoMepa
NIMLeH3UN BCeX YYaCTKOB
NPOU3BOACTBA U KOHTPONA KayecTsa:

9. CepTudmkarbl coorsercTBus GMP
BCeX Y4acTKOB, YKa3aHHbIX B N.8:

10. Pe3synbTathl aHanu3os:

11. KommeHTapuu:

12. 3anBneHue o cepTudukauuu:

13. Uma u dbamunus
YnosnHoMo4YeHHOro nuua, KoTopoe
OCyWecTBANSAeT cepTUdUKaLUIO CepUm:

14. Moanuck YnonHomoueHHoro nuua,
KOTOpoOe ocyliecTensier
cepTUbUKaLUIO cepun:

15. [lata noanucaHus:

CTPENTOLIMA-OAPHULA

1 rabneTtka conepxuT cynbcanunamuaa 300 mr, TabneTtky no
300 mr

no 10 TabneTok B KOHTYPHBIX AYEKOBLIX YNakoBKax ¢
MapKUpOBKOW Ha YKPauHCKOM U PYCCKOM A3biKax

HN40221
YkpauHa
YKkpauHa

Pa3mep cepuu: 120759 ynak.

UA/5949/01/01

cespanb 2021
02.2026

npou3seAeHo, BKIOYAs ynakoBKy/MapKupoBKY U KOHTPONb
kayectsa Ha HAO «dapmatiesTuveckas dupma «JapHuya» no
aapecy. r. Kues, yn. Bopucnonsckas, 13;

nuyeHsus AB Ne 588086, cBugetennscTso o6 atrecrayuu
naboparopuin OKK Ne 128

ceptucukar 035/2019/GMP

npuseaeHsl B cepTudukarte aHanuaa (qononHexue 1)

XpaHUTL B OPUrMHANbLHON YNakoBKe Npu TEMNEpaType He Bbilue
25°C

3TUM noaTBEPXKAAID, YTO BCE NPOU3BOACTBEHHbIE cTaguu ans
3TOI cCepuu roToBO NPOAYKLUMK Bbinu NpousseaeHbl B NOMHOM
COOTBETCTBUMN C TPEBGOBAHVAMMU, YCTaHOBNEHHBIMU B
AeicTayiowWEeM pykoBoACTBE No GMP, yTBep)AEHHOM
MVIHMCTepCTBOM sapaBooxpaHeHus Yxpawal, nce
TpeGoBaHNSMIU PETUCTPALIMOHHOMO AOCHE CTPaHbl HA3HAYEHUS.

CEPWS PA3PEIUEHA
K PEAJIU3ALINK

ST X w0
“YnonHONeHHOS NTMUD
_ Kopomioea QT
St
(U
/




AononkHenue 1 k CepTuduxary 02751»19

OAPHUUR 100274

Ceptudmkar aHanusa Ne 4

HaumenoBaHne npoaykuuu: CTPENTOUWA-AAPHULA, TaBneTkn no 300 Mr, no 10 TabneTok B KOHTYPHbIX
AYEAKOBLIX YNAKOBKAX € MapKMPOBKOW HA YKPANHCKOM W PYCCKOM A3biKax

Homep cepuu: HN40221 Paamep cepun: 120759 ynak,

Homep peructpaumnonHoro UA/5949/01/01

yAOCTOBepeHus:

AHanu3 sLINonHeH no: MKK 1C ot 10.12.2020 k perucTpauvoHHoMy yaocToBepernio NeUA/5949/01/01

Pesynebrar ananuaa:

Ne n.n, HaumenomaHue nokasarens TpeGoBaHue HOPMAaTUBHOW AOKYMeHTauuKn Peaynerar aHanvaa
1 OnucaHue Tabnetku Genoro upeTa, NNOCKOUUNUHADUAUECKON bopMbl, C© Coorsetcrayer
pvckomn u chackon
2 MNoanuHHocTb A. YO-cneKkTp NornoweHns UChbiTyeMoro pacTsopa, Cooteercrayer

NPUrOTOBNEHHOrD, Kak ONUCaHo B pasaene "KonwyecTeexHoe

onpegenexne”, B o6nacty o1 230 HM 40 350 HM SOMKEH MMETH

MaKCUMYMbI Npu (26312) WM, (270£2) HM ¥ NRENO NPY ANUHE

BONHbI OT 257 HM A0 261 WM

B. Ha xpomartorpamme ucnsityemoro pacTeopa, Nnony4YeHHon 8 Cootsercreyer
pasgene "ConyTcTayioLLMe NPUMECH”, 4ONKHO OBHAPYXUBATLCS

OCHOBHOE NATHO Ha YPOBHE OCHOBHOTO NATHA Ha XPOMATOIrPaMMe

pacTeopa cpasHeHus (a)

3 OAHOpOAHOCTb A03MpPOBaHHLIX  COOTBETCTBYET Tpebosannam MOY, 2.9.40 Coorsercrayer
eAnHuY

4  PacnagaemocTs He Gonee 15 mux 2 MuH

5 Conyrcreyowue npumecu NwoGon npumecy - He Bonee 0.5 % Cooteetcrayer

6 PacrsopeHue Cooteertctayet Tpebosanuam Moy, 2.9.3 (npn Q=75%) Coorsercrayer

7 KonuuecreenHoe onpeaenenve 285 - 315 mritab 301 mrirab
cynsanunamuga

8  MukpoGuonoruyeckas yuctota  CooTaetcreenHo MKK NC Cootsercrayer

9  VYnakoska CooteetcraeHHo MKK J1C Coorsercrayer

10 Mapkuposka CooTaercraenHo MKK iIC Coorteetcrayer

Data okoHuaHus cpoka rogHocTu: 022026

XpaHeHue: XpaHuTe B OPUrMHaNLHON ynakoBke npu Temnepatype He Bbitlie 25 °C
3aknoueHue: Cooteetctayet Tpebosannam MKK N1C o1 10.12.2020 k perucTpaumMoHHoOMy yRoCTOBEPEHMIO
NeUA/5949/01/01

[bara nognucaxus: ,{ 3 02 . Q07 ( B.o. HavyanbHuka Ok

R . il
4 ont Ry #.13

4] 4o 4Lk 40 i LeH A
ST \QHT?OQPQ AKOCTI




d AAPHUUA

Anpec 02093, r. Kmuea, yn. Bopucnonmcxag,
Texn./®axc: (+38044)568-32-10 npue)uus’[ 02 7 4 7 9
(+38044)207-73-41 OTnen xoRTpoask xavaecks

(+38044) 207-73-04 YNONHOMOYEHKO® MMUC N0 KAYGCTRY
(+38044)207-73-27 YRONHONOWEHHO® JIMO NO ¢apMaxoHAXSOPY

CepTuchmkar cepumn nekapcTBeHHOro cpeacTsea

1. HaumeHoOBaHue, cuna

OeACTBUR/aKTUBHOCTDL, NeKa PCTBEHHaA

¢dopma u pasMep ynakoBKu
(MAEHTUYHO TEKCTY Ha ynaKkoBKe
roToBOM NpoRyKLUUK):

2. Homep cepuu rotoBOM NPoAYKUUK:
3. CrpaHa-npoussoAuTens:

4. HaumeHoBaHUe CTpaHbl / cTpaH
Ha3Ha4YeHUA Ans cepuu:

5. Homep perucTpauuoxHoro
YAOCTOBEpPEHUs:

6. Aara npoussoacrea:

7. laTta oKOHYaHUA cpoKa roqHoOCTH
(mecsiy u rog, nocne kotoporo JIC He
NPUMEHAEeTCA):

8. HassaHus, agpeca u HoMepa
NIMLeH3UN BCeX YYaCTKOB
NPOU3BOACTBA U KOHTPONA KayecTsa:

9. CepTudmkarbl coorsercTBus GMP
BCeX Y4acTKOB, YKa3aHHbIX B N.8:

10. Pe3synbTathl aHanu3os:

11. KommeHTapuu:

12. 3anBneHue o cepTudukauuu:

13. Uma u dbamunus
YnosnHoMo4YeHHOro nuua, KoTopoe
OCyWecTBANSAeT cepTUdUKaLUIO CepUm:

14. Moanuck YnonHomoueHHoro nuua,
KOTOpoOe ocyliecTensier
cepTUbUKaLUIO cepun:

15. [lata noanucaHus:

CTPENTOLIMA-OAPHULA

1 rabneTtka conepxuT cynbcanunamuaa 300 mr, TabneTtky no
300 mr

no 10 TabneTok B KOHTYPHBIX AYEKOBLIX YNakoBKax ¢
MapKUpOBKOW Ha YKPauHCKOM U PYCCKOM A3biKax

HN40221
YkpauHa
YKkpauHa

Pa3mep cepuu: 120759 ynak.

UA/5949/01/01

cespanb 2021
02.2026

npou3seAeHo, BKIOYAs ynakoBKy/MapKupoBKY U KOHTPONb
kayectsa Ha HAO «dapmatiesTuveckas dupma «JapHuya» no
aapecy. r. Kues, yn. Bopucnonsckas, 13;

nuyeHsus AB Ne 588086, cBugetennscTso o6 atrecrayuu
naboparopuin OKK Ne 128

ceptucukar 035/2019/GMP

npuseaeHsl B cepTudukarte aHanuaa (qononHexue 1)

XpaHUTL B OPUrMHANbLHON YNakoBKe Npu TEMNEpaType He Bbilue
25°C

3TUM noaTBEPXKAAID, YTO BCE NPOU3BOACTBEHHbIE cTaguu ans
3TOI cCepuu roToBO NPOAYKLUMK Bbinu NpousseaeHbl B NOMHOM
COOTBETCTBUMN C TPEBGOBAHVAMMU, YCTaHOBNEHHBIMU B
AeicTayiowWEeM pykoBoACTBE No GMP, yTBep)AEHHOM
MVIHMCTepCTBOM sapaBooxpaHeHus Yxpawal, nce
TpeGoBaHNSMIU PETUCTPALIMOHHOMO AOCHE CTPaHbl HA3HAYEHUS.

CEPWS PA3PEIUEHA
K PEAJIU3ALINK

ST X w0
“YnonHONeHHOS NTMUD
_ Kopomioea QT
St
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/




AononkHenue 1 k CepTuduxary 02751»19

OAPHUUR 100274

Ceptudmkar aHanusa Ne 4

HaumenoBaHne npoaykuuu: CTPENTOUWA-AAPHULA, TaBneTkn no 300 Mr, no 10 TabneTok B KOHTYPHbIX
AYEAKOBLIX YNAKOBKAX € MapKMPOBKOW HA YKPANHCKOM W PYCCKOM A3biKax

Homep cepuu: HN40221 Paamep cepun: 120759 ynak,

Homep peructpaumnonHoro UA/5949/01/01

yAOCTOBepeHus:

AHanu3 sLINonHeH no: MKK 1C ot 10.12.2020 k perucTpauvoHHoMy yaocToBepernio NeUA/5949/01/01

Pesynebrar ananuaa:

Ne n.n, HaumenomaHue nokasarens TpeGoBaHue HOPMAaTUBHOW AOKYMeHTauuKn Peaynerar aHanvaa
1 OnucaHue Tabnetku Genoro upeTa, NNOCKOUUNUHADUAUECKON bopMbl, C© Coorsetcrayer
pvckomn u chackon
2 MNoanuHHocTb A. YO-cneKkTp NornoweHns UChbiTyeMoro pacTsopa, Cooteercrayer

NPUrOTOBNEHHOrD, Kak ONUCaHo B pasaene "KonwyecTeexHoe

onpegenexne”, B o6nacty o1 230 HM 40 350 HM SOMKEH MMETH

MaKCUMYMbI Npu (26312) WM, (270£2) HM ¥ NRENO NPY ANUHE

BONHbI OT 257 HM A0 261 WM

B. Ha xpomartorpamme ucnsityemoro pacTeopa, Nnony4YeHHon 8 Cootsercreyer
pasgene "ConyTcTayioLLMe NPUMECH”, 4ONKHO OBHAPYXUBATLCS

OCHOBHOE NATHO Ha YPOBHE OCHOBHOTO NATHA Ha XPOMATOIrPaMMe

pacTeopa cpasHeHus (a)

3 OAHOpOAHOCTb A03MpPOBaHHLIX  COOTBETCTBYET Tpebosannam MOY, 2.9.40 Coorsercrayer
eAnHuY

4  PacnagaemocTs He Gonee 15 mux 2 MuH

5 Conyrcreyowue npumecu NwoGon npumecy - He Bonee 0.5 % Cooteetcrayer

6 PacrsopeHue Cooteertctayet Tpebosanuam Moy, 2.9.3 (npn Q=75%) Coorsercrayer

7 KonuuecreenHoe onpeaenenve 285 - 315 mritab 301 mrirab
cynsanunamuga

8  MukpoGuonoruyeckas yuctota  CooTaetcreenHo MKK NC Cootsercrayer

9  VYnakoska CooteetcraeHHo MKK J1C Coorsercrayer

10 Mapkuposka CooTaercraenHo MKK iIC Coorteetcrayer

Data okoHuaHus cpoka rogHocTu: 022026

XpaHeHue: XpaHuTe B OPUrMHaNLHON ynakoBke npu Temnepatype He Bbitlie 25 °C
3aknoueHue: Cooteetctayet Tpebosannam MKK N1C o1 10.12.2020 k perucTpaumMoHHoOMy yRoCTOBEPEHMIO
NeUA/5949/01/01

[bara nognucaxus: ,{ 3 02 . Q07 ( B.o. HavyanbHuka Ok

R . il
4 ont Ry #.13
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Anpec 02093, r. Kuem, vyiu. Bopucnonn cxMs
Tesnt. /¢axc: (+3B8044)568-32-10 Hpuem—laa 0
B

(+38044)207-73-41 Orgen xoHTpoNs kadedr

(+38044)207-73-04 YnonHOMOYEHHOE NMLO 0o KAaYecTey
(+38044)207-73-27 YnonHoMOUaHHOS AMLUO N0 $apMaxCHaLBOpY

CepTtudbmkat cepum nekapcTBeHHOro cpencTea

1. HaumeHoBakuue, cuna

AEACTBUA/aKTUBHOCTL, NeKapcTEeHHan
thopma U pasmep ynakoBku
(MWOEHTUYHO TekeTy Ha ynakoBke

FrOTOBOW NMPOAYKUMM):

2. Homep cepuu rotosoi npoayKkumu:

3. CtpaHa-npou3BoauTens:

4. HauMmeHoBaHue cTpaHbl / cTpax

Ha3Ha4yeHus ansa cepuu:

5. Homep peructpaunonHoro

YAOCTOBEPREeHUs:

6. JaTa npoussoncraa:

7. [laTa OKOHYaHMA CPOKa rOAHOCTH
(Mecsiu u roa, nocne Kotoporo IC He

npumMeHseTcs):

8. HazsaHus, agpeca u Homepa
NMUEH3UU BCeX yYacTKoB
NMPOM3BOACTBA U KOHTPOMNSA KayecTBa:

9. Ceptudukarel cooTBeTcTBUS GMP
BCEX YYaCTKOB, YKa3aHHLIX B N.8:

10. PesynbTaTth! aHanusos:

11. KoMMeHTapuu:

12. 3aaBneHue o cepTtuduKkaymm:

13. UMs n dbamunun

YMONHOMOYEHHOro NUUa, KoTopoe
OCYLIEeCTBNAET CepTUDUKALMIO cepum:

14. MNoanuck YNonHoMoYeHHOro nuua,

KOTOpoe ocywecTenser
cepTudmKaumio cepuu:

15. Nata nognucanus:

CTPENTOUMAO-OAPHULA

1 TabneTra cogepxur cynedharnamuaa 300 mr, TabneTku no
300 mr

no 10 TabneTok B KOHTYPHbLIX AYENKOBBLIX YNaKkoBKax ¢
MaPKUPOBKOW HAa YKPaWHCKOM W DYCCKOM sidbiKax

HN50221 Pasmep cepuu: 119702 ynak.
YkpavHa
YkpawHa

UA/5949/01/01

thespant 2021
02.2028

MPOM3BEAEHO, BKNOYAS YNAKOBKY/MADKUPOBKY 1 KOHTPOMb
KavecTea Ha HAO «DapmalleBTU4ECKaN hupma «dapHuua» no
agpecy: r. Kues, yn. Bopwucnonsckas, 13:

Nnersusa AB Ne 598086, cavaeTensctso of arTecTaunn
nabopartopui OKK Na 128

cepTucukar 035/2019/GMP

NPUBEAEHLI B CepTudukaTe aHanuaa (gononHenue 1)

XpaHUTE B OPUTMHANBLHOW YNaKoBKe npw TeMnepartype He Bhile
25°¢

3TUM noaTeEPKAAK, YTO BCe NPOW3BCACTBEHHBbIE CTaAWM ANA
3TOW Cepuy roToBOM APCAYKUMK BbinK NponaBeaeHsl B NONHOM
COOTBETCTBUK C TPEBOBAHUAMMU, YCTAHOBNEHHBLIMY B
AelcTByOUIEM pyKoBOoACTBE No GMP., YTBERKAEHHOM
MuHucTepctaom 3APaBoOXPaHEHNA YKpauHsl, 1 ©
TpeboBaHUAMU perucTpaLmnoHHoro AOCbE CTPaHbl HasHayeHuA.

b




OO HIUS 0028672

CepTtudmkar aHanusa Ne 5

HaumeHoBaHue NPOAYKLMK: CTPEI’ETOLLHQ—,QAPHHL{_A‘ Tabnetsu no 300 mr, no 10 TabneTok a KOHTYPHBIX
AYEVKOBBIX YIakoBKax o MaPKUPOBKON Ha YKPaNHCKOM W DYCCKOM R3bIKax

Homep cepuu: HN50221 Pasmep cepuu: 119702 ynax,

Homep peructpauumonHoro UA/5949/01/01

YAOCTOBEpEHUR:

AHanua BeINOAMEH No! MKK JIC o1 10.12.2020 & PETMCTPRUMOHHOMY yaocToBepeHo NeUASY45/01/01

Pesynsrat anaruaa:

Ne n.n. HaumeHosanwe nokaszarens TpefoBaHWe HOpMAaTUBHOM AOKYMEHTaLMuu PesyneTar aHanuza
1 Onwucasue Tabnetkm Benoro usera, NNOCKOUNNUHARUYECKOH thopMel, C Coorsetcrayer
PUCKOH 1 thackon
2 NoanunrocTs A, YO-cnektp nornowerus UCNLITYEMOrO paCcTBOpa, Cootsetcrayer

MPUrOTOBNEHHOrO, KAk ONWUCaHO B pasasne "Konu4ecTaenHoe

onpenenexne”, B oBnactu o 230 Hi A0 380 HM pgonxeH umeTs

MEKCUMYMbI Npu (263£2) HM, (270+2) kM W nnego npu anuHe

BONHbI OT 257 HM 20 261 Hm

B. Ha xpomartorpamme MCABITYEMOrO PAcTaopa. NoNyYeHHoR 5 Cootsetctayer
pasaene "Conyrcreyowms Npumecu”, nomkHo obHapyxuaaTtben

OCHOBHOE NATHO Ha YPOBHE OCHOBHOMO NATHA Ha Xpomarorpamme

pacreopa cpasHeHus (a)

3 OaHopoaHocTs A03NPOBAHHbIX CootsercreyeT TpeBosanusm Froy, 2.9.40 Cooteercrayer
eAuHML

4  Pacnagaemocts He Boneeg 15 mun 2 MUK

5 Conyrerayowme IPUMECHK NwBoit npumecy - He Sonee 0.5 % Coorsetcrayer

6  Pacrteopenue Cooteertcrayer rpebosanuam oY, 2.93 (npu Q=75%) Cooreetcrayer

7 KonuuectseHuoe onpepenernue 285 - 315 r/tad 298 mritad
Cyrnb@axunammaa

8  MukpoBuonoriyeckas uMucToTA CooTsetcTBerHo MKK NC CoorsetcTayer

9 ¥Ynaxoska Cocreetcraenio MKK N1 Cooreercrayer

10 Mapkuposka CooTBETCTEEHHO MKK N1 Coortaeercrayer

AaTa okoH4aHuA cpoka rogHoCTH: 02.2026
XpaHeHue: XPaHUTb B OPUIrUHANEHOM ynakoske NEW TemMnNepaType He ewiwe 25 °C

3aknoyeHue: CootasercrayeT TpeGosaHusit MKK NC o1 10 12.2020 « DETUCTPEUKOHHOMY YAOCTOBEPEHIK
NeUA/5949/01/01

Nata noanucanus: 4G _C o2 2y ( B.o. Ravanbsuxka QKK: — == enopuyk C.B
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Anpec 02093, r. Kuem, vyiu. Bopucnonn cxMs
Tesnt. /¢axc: (+3B8044)568-32-10 Hpuem—laa 0
B

(+38044)207-73-41 Orgen xoHTpoNs kadedr

(+38044)207-73-04 YnonHOMOYEHHOE NMLO 0o KAaYecTey
(+38044)207-73-27 YnonHoMOUaHHOS AMLUO N0 $apMaxCHaLBOpY

CepTtudbmkat cepum nekapcTBeHHOro cpencTea

1. HaumeHoBakuue, cuna

AEACTBUA/aKTUBHOCTL, NeKapcTEeHHan
thopma U pasmep ynakoBku
(MWOEHTUYHO TekeTy Ha ynakoBke

FrOTOBOW NMPOAYKUMM):

2. Homep cepuu rotosoi npoayKkumu:

3. CtpaHa-npou3BoauTens:

4. HauMmeHoBaHue cTpaHbl / cTpax

Ha3Ha4yeHus ansa cepuu:

5. Homep peructpaunonHoro

YAOCTOBEPREeHUs:

6. JaTa npoussoncraa:

7. [laTa OKOHYaHMA CPOKa rOAHOCTH
(Mecsiu u roa, nocne Kotoporo IC He

npumMeHseTcs):

8. HazsaHus, agpeca u Homepa
NMUEH3UU BCeX yYacTKoB
NMPOM3BOACTBA U KOHTPOMNSA KayecTBa:

9. Ceptudukarel cooTBeTcTBUS GMP
BCEX YYaCTKOB, YKa3aHHLIX B N.8:

10. PesynbTaTth! aHanusos:

11. KoMMeHTapuu:

12. 3aaBneHue o cepTtuduKkaymm:

13. UMs n dbamunun

YMONHOMOYEHHOro NUUa, KoTopoe
OCYLIEeCTBNAET CepTUDUKALMIO cepum:

14. MNoanuck YNonHoMoYeHHOro nuua,

KOTOpoe ocywecTenser
cepTudmKaumio cepuu:

15. Nata nognucanus:

CTPENTOUMAO-OAPHULA

1 TabneTra cogepxur cynedharnamuaa 300 mr, TabneTku no
300 mr

no 10 TabneTok B KOHTYPHbLIX AYENKOBBLIX YNaKkoBKax ¢
MaPKUPOBKOW HAa YKPaWHCKOM W DYCCKOM sidbiKax

HN50221 Pasmep cepuu: 119702 ynak.
YkpavHa
YkpawHa

UA/5949/01/01

thespant 2021
02.2028

MPOM3BEAEHO, BKNOYAS YNAKOBKY/MADKUPOBKY 1 KOHTPOMb
KavecTea Ha HAO «DapmalleBTU4ECKaN hupma «dapHuua» no
agpecy: r. Kues, yn. Bopwucnonsckas, 13:

Nnersusa AB Ne 598086, cavaeTensctso of arTecTaunn
nabopartopui OKK Na 128

cepTucukar 035/2019/GMP

NPUBEAEHLI B CepTudukaTe aHanuaa (gononHenue 1)

XpaHUTE B OPUTMHANBLHOW YNaKoBKe npw TeMnepartype He Bhile
25°¢

3TUM noaTeEPKAAK, YTO BCe NPOW3BCACTBEHHBbIE CTaAWM ANA
3TOW Cepuy roToBOM APCAYKUMK BbinK NponaBeaeHsl B NONHOM
COOTBETCTBUK C TPEBOBAHUAMMU, YCTAHOBNEHHBLIMY B
AelcTByOUIEM pyKoBOoACTBE No GMP., YTBERKAEHHOM
MuHucTepctaom 3APaBoOXPaHEHNA YKpauHsl, 1 ©
TpeboBaHUAMU perucTpaLmnoHHoro AOCbE CTPaHbl HasHayeHuA.

b




OO HIUS 0028672

CepTtudmkar aHanusa Ne 5

HaumeHoBaHue NPOAYKLMK: CTPEI’ETOLLHQ—,QAPHHL{_A‘ Tabnetsu no 300 mr, no 10 TabneTok a KOHTYPHBIX
AYEVKOBBIX YIakoBKax o MaPKUPOBKON Ha YKPaNHCKOM W DYCCKOM R3bIKax

Homep cepuu: HN50221 Pasmep cepuu: 119702 ynax,

Homep peructpauumonHoro UA/5949/01/01

YAOCTOBEpEHUR:

AHanua BeINOAMEH No! MKK JIC o1 10.12.2020 & PETMCTPRUMOHHOMY yaocToBepeHo NeUASY45/01/01

Pesynsrat anaruaa:

Ne n.n. HaumeHosanwe nokaszarens TpefoBaHWe HOpMAaTUBHOM AOKYMEHTaLMuu PesyneTar aHanuza
1 Onwucasue Tabnetkm Benoro usera, NNOCKOUNNUHARUYECKOH thopMel, C Coorsetcrayer
PUCKOH 1 thackon
2 NoanunrocTs A, YO-cnektp nornowerus UCNLITYEMOrO paCcTBOpa, Cootsetcrayer

MPUrOTOBNEHHOrO, KAk ONWUCaHO B pasasne "Konu4ecTaenHoe

onpenenexne”, B oBnactu o 230 Hi A0 380 HM pgonxeH umeTs

MEKCUMYMbI Npu (263£2) HM, (270+2) kM W nnego npu anuHe

BONHbI OT 257 HM 20 261 Hm

B. Ha xpomartorpamme MCABITYEMOrO PAcTaopa. NoNyYeHHoR 5 Cootsetctayer
pasaene "Conyrcreyowms Npumecu”, nomkHo obHapyxuaaTtben

OCHOBHOE NATHO Ha YPOBHE OCHOBHOMO NATHA Ha Xpomarorpamme

pacreopa cpasHeHus (a)

3 OaHopoaHocTs A03NPOBAHHbIX CootsercreyeT TpeBosanusm Froy, 2.9.40 Cooteercrayer
eAuHML

4  Pacnagaemocts He Boneeg 15 mun 2 MUK

5 Conyrerayowme IPUMECHK NwBoit npumecy - He Sonee 0.5 % Coorsetcrayer

6  Pacrteopenue Cooteertcrayer rpebosanuam oY, 2.93 (npu Q=75%) Cooreetcrayer

7 KonuuectseHuoe onpepenernue 285 - 315 r/tad 298 mritad
Cyrnb@axunammaa

8  MukpoBuonoriyeckas uMucToTA CooTsetcTBerHo MKK NC CoorsetcTayer

9 ¥Ynaxoska Cocreetcraenio MKK N1 Cooreercrayer

10 Mapkuposka CooTBETCTEEHHO MKK N1 Coortaeercrayer

AaTa okoH4aHuA cpoka rogHoCTH: 02.2026
XpaHeHue: XPaHUTb B OPUIrUHANEHOM ynakoske NEW TemMnNepaType He ewiwe 25 °C

3aknoyeHue: CootasercrayeT TpeGosaHusit MKK NC o1 10 12.2020 « DETUCTPEUKOHHOMY YAOCTOBEPEHIK
NeUA/5949/01/01

Nata noanucanus: 4G _C o2 2y ( B.o. Ravanbsuxka QKK: — == enopuyk C.B
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Anpec 02093, r. Kuesn, yxn

Bopucnonecrgs ,
fmmmmumwmﬁgozg788
(+38044)207-73-41 OTmen KOHTPONSH xaue T

Ten, /$axe:

(+38044)207-73-04 YNONHOMOYEHHOE IMUC 0O KadecTsy
(+38044)207-73-27 VNONHOMOUEGHHOE NMLO 0O fdapHakoHagsopy

CepTudmkar cepumn nekapcTBeHHOro cpeacTaa

1. HanmeHosaHue, cuna
AeNCTBUA/aKTMBHOCTL, NekapcTBeHHas
thopMa U paaMep ynakoBKu
(MABHTUYHO TEeKCTY Ha ynakoBke
FTOTOBOW NPOayKUMK):

2. HoMmep cepuu rotosoi npoayKumu:

3. CrpaHa-npouseogurens:

4. HauMeHoBaHue cTpaHbl / cTpaH
Ha3Ha4YeHUa ona cepuu:

5. Homep perucrtpauunoHnHoro
YOOCTOBEpPEeHMA:

6. Jara npoussoncrea:

7. NaTa oKOHYaHWA cpoka rogHoOCTH
(Mecau u rog, nocne kotoporo NC He
npuMeHsieTcs):

8. HaamaHusn, agpeca u HOMepa
NUUEH3WIA BCEX YYaCTKOR
NPOWU3BOACTEA U KOHTPONS KayecTRa:

9. CepTucbukarnl cooteerecTeus GMP
BCEX Y4aCTKOB, YKa3aHHbIX B n.8:

10. Pe3ynbraTel ananusos:

11. KomMeHTapuu:

12. 3aABneHue o cepTUdUKkaLmm:

13. Umst u chamunus
YnonHoMmoueHHoro nuuya, KoTopoe
OCyllecTBNAeT cepTUUKaLUIO CepUn:

14. Moanuck YnonHoMouYeHHoOro nwvua,
KOTOpoOe ocylecTBnsAeT
CEPTUhHKaLNIO Cepuu:

15. OaTta noanucaHus:

CTPENTOUNO-AAPHNLA
1 TabneTka copepxuT cynsdanvnamuaa 300 Mr, TabneTky no
300 mr

no 10 TabneTok B KOHTYPHbLIX AYEKOBbLIX YNaKoBKax ¢
MapKUPOBKOW Ha YKPaUHCKOM M PYCCKOM R3bIKax

HNG0221
YkpanHa

Pasmep cepuu: 121699 ynaxk.

YKpanra
UA/5948/01/01

hespans 2021
02.2026

NPOU3BEALHO, BKNIOYAN YNaKoBKY/MapKkMpPOBKY U KOHTROMb
kadectsa Ha HAO «PapmaiesTuyeckas hupma «dapruya» no
aapecy: r. Kues, yn. bopucnonsckas, 13:

nuueHsna AB Ne 598086, cauaetenscTeo 06 aTTecTaumm
nabGopatopuin OKK Ne 128

cepTudpukaT 035/2019/GMP

NpuBeaeHsl B cepTudhukaTe aHanunsa (QononHeHve 1)

XPaHWUTbL B OPUrMHANLHOM YMAKoBKe Npu TemnepaType He Bsiwe
25 °C

3Tum NOATBERXA3HK), 4YTO BCE fIPOVN3BOACTBEHHbIE cragnn ans
3TOW Cepukt TOTOBON NPOAYKLMAY Bbini NPOUIBEAEHS! 8 NOMHOM
COOTBETCTBUMK C TpEOOBEHMﬂMM YCTAHOBNEHHBIMW B
AeicTByloWEM pykosoacTee no GMP. YTBEPHAEHHOM
MWHUCTEPCTBOM 3APaBOOXPAHEHNA YKPAUHL! 1 ¢
TpEGOBaHMHNW1perMCTpau%OHHON)ﬂOCbe CTPaHbl HazHa4yeHus

C/’:L’, 7 7o
{ 4 % x.':,/;




0028788

Ceptucbukat ananuza Ne 6

HaumeHoBaHue npoayxyuu: CTPEHTOL},MQ-L{APHMUA. Tabnetkn no 300 mr, no 10 TabneTox 8 KCHTYRHBIX
AHCHKOBBIX YNAKOBKEX C MEBDKMPOBKOM Ha YKDEBUHCKOM 1 DYCCHKOM A3bIKaX

Homep cepuu: HNBO2Z21 Paimep cepuu: 121699 ynax

Homep peructpaumontoro UA/5849/01/01

YOAOCTOREpEHUA:

AHanu3 BLINONHEH No: MKK N1IC o1 10.12.2020 & PEINCTRALMOHHOMY yaoCTOBEperuic NeUA/STG40/01/01

Pesynerar aHanuaa:

Ne n.n.  Haumenoranue nokaszartens TpebosaHne HopMaTUBHOMN HOKYyMeHTaumnK Pesynurart ananuaa
T Onucanue Tabnetku Eenoro useTa, NNOCKOUUNUKHAPUYECKON hopta, © Cooteercrayer
PUCKOW U drackan
2 NoanuHHoCTS A Y®-0nekTp nornowerns VCNBITYEMOI0 pacTaopa, Cooreercrayer

NPUTOTOBNSHHOIO, KaK ONUCAHO B pasgene "KonuuectaeHHoe

onpeaenenve”, 8 0bnacri o1 230 1Wm 00 350 Hm A0MKeH uMeTs

MEKCUMYMbI NPK (26322) kM. (27042) 1M 1 nneyo npu Anuke

BONHbI OT 257 1m ao 261 Hm

B. Ha xpomarorpamme UCNBITYEMOIO pacTeopa. NoJyYeHKsoR B Cooteetcrayer
Pasferne "ConyTcTayoiwue npuMecn”, A0mxHo oBHapyxuUBaTLCH

OCHOBHOEB NATHO Ha YPOBHE OCHOBHOIY NATHA Ha Xpomartorpamme

pacTsopa cpaeHeHus (a)

3 OpHopoasocTs A03NPOBAHHbLIX Cocmmcmymw Tpebosaruam OV, 2 g 40 CooTaetcrayert
elnHiny

4 PacnagaemocTs He Bonee 15 mun T Mtk

5 Conyrerayioume npumecu N:0B0% npumecn - ke Gonee 0 5 % Coorsercrayer

6  Pacraopenue Coorsetcreyer TpeSosanuar MDY 2.9 3 (npu Q=75%} CooTeeTcrayer

7 KonudecrsenHoe onpedenexuve 285 - 315 mritab 297 mritab
Ccynsdanvnamuaa

&  MukpoSuonorueckas uncToTa CooTtsercreenHo MKK NC Cooteercrayer

9  Ynakoska Cocreercrseno MKK 10 Cooteercrayer

10 Mapkupoeka Cooteercreenno MKK NG Coorsetcrayer

Hara okoHuaHua CpoKa rogroctu; 02.2026
XpaHeHue: XPaHUTL B OPUrUHANELHON yNakoske npy Temneparype He soiwe 25 °C

3aunwuenue: CooTteeTtcrayer Tpetosaniam MKK iC o1 10.12.2020 « PErACTPaUMORHOMY YAOCTOBEPEHNID
NelUA/5949/01/01

P
ME

Dara noanucanus o4 O3 2024 B.o. Hauajjéﬁ?ﬁr{é‘,

KOfTPORIG 5
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Anpec 02093, r. Kuesn, yxn

Bopucnonecrgs ,
fmmmmumwmﬁgozg788
(+38044)207-73-41 OTmen KOHTPONSH xaue T

Ten, /$axe:

(+38044)207-73-04 YNONHOMOYEHHOE IMUC 0O KadecTsy
(+38044)207-73-27 VNONHOMOUEGHHOE NMLO 0O fdapHakoHagsopy

CepTudmkar cepumn nekapcTBeHHOro cpeacTaa

1. HanmeHosaHue, cuna
AeNCTBUA/aKTMBHOCTL, NekapcTBeHHas
thopMa U paaMep ynakoBKu
(MABHTUYHO TEeKCTY Ha ynakoBke
FTOTOBOW NPOayKUMK):

2. HoMmep cepuu rotosoi npoayKumu:

3. CrpaHa-npouseogurens:

4. HauMeHoBaHue cTpaHbl / cTpaH
Ha3Ha4YeHUa ona cepuu:

5. Homep perucrtpauunoHnHoro
YOOCTOBEpPEeHMA:

6. Jara npoussoncrea:

7. NaTa oKOHYaHWA cpoka rogHoOCTH
(Mecau u rog, nocne kotoporo NC He
npuMeHsieTcs):

8. HaamaHusn, agpeca u HOMepa
NUUEH3WIA BCEX YYaCTKOR
NPOWU3BOACTEA U KOHTPONS KayecTRa:

9. CepTucbukarnl cooteerecTeus GMP
BCEX Y4aCTKOB, YKa3aHHbIX B n.8:

10. Pe3ynbraTel ananusos:

11. KomMeHTapuu:

12. 3aABneHue o cepTUdUKkaLmm:

13. Umst u chamunus
YnonHoMmoueHHoro nuuya, KoTopoe
OCyllecTBNAeT cepTUUKaLUIO CepUn:

14. Moanuck YnonHoMouYeHHoOro nwvua,
KOTOpoOe ocylecTBnsAeT
CEPTUhHKaLNIO Cepuu:

15. OaTta noanucaHus:

CTPENTOUNO-AAPHNLA
1 TabneTka copepxuT cynsdanvnamuaa 300 Mr, TabneTky no
300 mr

no 10 TabneTok B KOHTYPHbLIX AYEKOBbLIX YNaKoBKax ¢
MapKUPOBKOW Ha YKPaUHCKOM M PYCCKOM R3bIKax

HNG0221
YkpanHa

Pasmep cepuu: 121699 ynaxk.

YKpanra
UA/5948/01/01

hespans 2021
02.2026

NPOU3BEALHO, BKNIOYAN YNaKoBKY/MapKkMpPOBKY U KOHTROMb
kadectsa Ha HAO «PapmaiesTuyeckas hupma «dapruya» no
aapecy: r. Kues, yn. bopucnonsckas, 13:

nuueHsna AB Ne 598086, cauaetenscTeo 06 aTTecTaumm
nabGopatopuin OKK Ne 128

cepTudpukaT 035/2019/GMP

NpuBeaeHsl B cepTudhukaTe aHanunsa (QononHeHve 1)

XPaHWUTbL B OPUrMHANLHOM YMAKoBKe Npu TemnepaType He Bsiwe
25 °C

3Tum NOATBERXA3HK), 4YTO BCE fIPOVN3BOACTBEHHbIE cragnn ans
3TOW Cepukt TOTOBON NPOAYKLMAY Bbini NPOUIBEAEHS! 8 NOMHOM
COOTBETCTBUMK C TpEOOBEHMﬂMM YCTAHOBNEHHBIMW B
AeicTByloWEM pykosoacTee no GMP. YTBEPHAEHHOM
MWHUCTEPCTBOM 3APaBOOXPAHEHNA YKPAUHL! 1 ¢
TpEGOBaHMHNW1perMCTpau%OHHON)ﬂOCbe CTPaHbl HazHa4yeHus

C/’:L’, 7 7o
{ 4 % x.':,/;




0028788

Ceptucbukat ananuza Ne 6

HaumeHoBaHue npoayxyuu: CTPEHTOL},MQ-L{APHMUA. Tabnetkn no 300 mr, no 10 TabneTox 8 KCHTYRHBIX
AHCHKOBBIX YNAKOBKEX C MEBDKMPOBKOM Ha YKDEBUHCKOM 1 DYCCHKOM A3bIKaX

Homep cepuu: HNBO2Z21 Paimep cepuu: 121699 ynax

Homep peructpaumontoro UA/5849/01/01

YOAOCTOREpEHUA:

AHanu3 BLINONHEH No: MKK N1IC o1 10.12.2020 & PEINCTRALMOHHOMY yaoCTOBEperuic NeUA/STG40/01/01

Pesynerar aHanuaa:

Ne n.n.  Haumenoranue nokaszartens TpebosaHne HopMaTUBHOMN HOKYyMeHTaumnK Pesynurart ananuaa
T Onucanue Tabnetku Eenoro useTa, NNOCKOUUNUKHAPUYECKON hopta, © Cooteercrayer
PUCKOW U drackan
2 NoanuHHoCTS A Y®-0nekTp nornowerns VCNBITYEMOI0 pacTaopa, Cooreercrayer

NPUTOTOBNSHHOIO, KaK ONUCAHO B pasgene "KonuuectaeHHoe

onpeaenenve”, 8 0bnacri o1 230 1Wm 00 350 Hm A0MKeH uMeTs

MEKCUMYMbI NPK (26322) kM. (27042) 1M 1 nneyo npu Anuke

BONHbI OT 257 1m ao 261 Hm

B. Ha xpomarorpamme UCNBITYEMOIO pacTeopa. NoJyYeHKsoR B Cooteetcrayer
Pasferne "ConyTcTayoiwue npuMecn”, A0mxHo oBHapyxuUBaTLCH

OCHOBHOEB NATHO Ha YPOBHE OCHOBHOIY NATHA Ha Xpomartorpamme

pacTsopa cpaeHeHus (a)

3 OpHopoasocTs A03NPOBAHHbLIX Cocmmcmymw Tpebosaruam OV, 2 g 40 CooTaetcrayert
elnHiny

4 PacnagaemocTs He Bonee 15 mun T Mtk

5 Conyrerayioume npumecu N:0B0% npumecn - ke Gonee 0 5 % Coorsercrayer

6  Pacraopenue Coorsetcreyer TpeSosanuar MDY 2.9 3 (npu Q=75%} CooTeeTcrayer

7 KonudecrsenHoe onpedenexuve 285 - 315 mritab 297 mritab
Ccynsdanvnamuaa

&  MukpoSuonorueckas uncToTa CooTtsercreenHo MKK NC Cooteercrayer

9  Ynakoska Cocreercrseno MKK 10 Cooteercrayer

10 Mapkupoeka Cooteercreenno MKK NG Coorsetcrayer

Hara okoHuaHua CpoKa rogroctu; 02.2026
XpaHeHue: XPaHUTL B OPUrUHANELHON yNakoske npy Temneparype He soiwe 25 °C

3aunwuenue: CooTteeTtcrayer Tpetosaniam MKK iC o1 10.12.2020 « PErACTPaUMORHOMY YAOCTOBEPEHNID
NelUA/5949/01/01

P
ME

Dara noanucanus o4 O3 2024 B.o. Hauajjéﬁ?ﬁr{é‘,

KOfTPORIG 5




d AAPHUUA

Anpec 02093, r. Kuem, yn. BOpUCHOALCKA L
Tan./daxc: (+38044)568-32-10 npuauaasl 0291 64
(+38044)207-73-41 OTnen KOHTPOAR Kadec

(+38044)207-73~04 YHONHOMOWEHHOS MU0 NC KavecTsy
(+38044)207-73-27 YnonsoMOWeHHO@ JMLO IO QapmMakoramsopy

CepTudhmkat cepum fieKapCTBEHHOro cpeacTsa

1. HaumeHoBaHue, cuna

AeNCTBUSI/aKTUBHOCTDb, JIeKapCcTBeHHas

cdopma ¥ pasMep YrakoBKU
(MAEHTUYHO TEKCTY Ha yNaKoBKe
roToBOM NPOAYKUUK):

2. HoMmep cepuu roToBOM npoaykuuu:
3. CtpaHa-npoussoauTens:

4, HaumeHoOBaHue cTpaHbl / CTpaH
Ha3Ha4YeHUs Ans cepun:

5. Homep perucrpauunoHHOro
yOooCTOBEpeHust:

6. fara npousBoacTBa:

7. [laTa OKOH4YaHWUA CpoOKa rofgHOCTH
(mecsy u roa, nocne kotoporo JIC He
npUMeHseTcs):

8. HasBaHus, agpeca u HoMepa
NULeH3UI BCEX YHaCTKOB
NpPOM3BOACTBA U KOHTPONA KayecTBa:

9. CepTudukatbl cooTBetcTBust GMP
BCEX YYaCTKOB, YKa3aHHbIX B n.8:

10. Pe3ynbraThl aHanu3oB:

11. KomMmeHTapuu:

12. 3aaBneHue o cepTuchukaLuu:

13. Uma u pamunus
YnonHOMOYeHHOro Jinua, KoTopoe

ocyuwecTBnser cepTudukauuio cepun:

14. NMognucb YNONHOMOYEHHOro nuua,

KoTopoe ocylecTenser
cepTudUKaLUIo Cepuu:

15. lata nognucaHus:

CTPENTOUMA-OAPHULIA

1 TabneTka coaepXuT cynbdanunamuaa 300 mr, TabneTku no
300 mr

no 10 TabneTok B KOHTYPHbIX AYEMKOBbLIX YNakoBKax ¢
MapKVpOBKOW Ha YKPaHCKOM U PyCCKOM A3bIKax

HN70521
YKpavHa

Paamep cepuu: 115796 ynak.

YkpaviHa
UA/5949/01/01

mair 2021
05.2026

Npov3BeAEHO, BKNIOYan YNakoBKy/MapKMpPOBKY U KOHTPOIb
kayectsa Ha YAO «dapmaLeBTudeckas pupma «[lapHuua» no
appecy: r. Kues, yn. Bopucnonsckas, 13;

nuueH3ua AB Ne 598086, cauaeTtenscTeo 06 atrectauum
naGopatopuit OKK Ne 128

ceptudukar 035/2019/GMP

npusefeHbl B cepTudukaTe aHanuaa (aononHeHue 1)

XpaHWTb B OPUrMHaNbHOR YNakoBKe npu Temneparype He Bbille
25 °C

OTVUM NoATBEPXAaAt, YTO BCE NPOM3BOACTBEHHbIE CTaAUM ANA
3TOi CEepum roToBOM NpoAyKuvK Bbinu NpoussegeHbl B NOMTHOM
COOTBETCTBUAM C TpeGoBaHUAMMN, YCTAHOBNEHHbLIMU B
nevicteyiolem pykosogcTee no GMP, yTBepXaeHHOM
MVHNCTEPGTBOM 34paBooOXpaHeHnA YKkpanHol, 1 ¢
Tpe6oBaHUAMU PerucTPaLMOHHOro AOCLE CTPaHbl HasHAYeHUA.

CEPUWs PASPELUEHA
K PEANU3AUWN

C“W" 15;5 20’;/12

YnonuopedeHroe niuo

__Kopornxosa O

{ﬁo Our OFCA @%p jOD/ﬂM%C%B“




DononHexue 1 k CepTudbukaty cepun

10029164

apHUU

CepTudukar aHanusa Ne 7

HaumeHoBaHue NPOAYKUUN: CTPENTOUMA-OAPHWLIA, TabneTku no 300 mr. no 10 TaBneToK B KOHTYPHbIX
SMEIMKOBBIX YNAKOBKaX C MApKMPOBKOW Ha YKPAWHCKOM U PyCCKOM A3bIKaX

Homep cepum: HN70521 Paamep cepuu: 115796 ynax.

Homep perucTpaumMorHOro UA/59848/01/01

yAOCTOBEpPEHUA:

AHanus BLINOMHEH NO: MKK NC ot 10.12.2020 K perncTpaunoHHOMY YAOCTCBEREHWIO NeUA/5949/01/01

Pesynkrat aHanusa:

Ne n.n. HaumeHoBanue nokasatens  TpeboBsanue HOPMaTUBHOM AOKYMEHTaLuU PesynkTar aHanu3a
1 Onucanue TabneTkn Genoro UBeTa, MNOCKOUUITMHAPWUYECKOR )OPMBI, © CooreetcrByeT

pUYCKOW 1 hackom

2  MoanvHHOCTbL A. YO-crekTp NOrnoweHua ucnbiTyemoro pacrsopa, CoorseTcTeyeT

NPWUIOTOBNEHHOTO, KaK ONCAHO B pasaene "KonuuecrseHHoe

onpepenexve’, B obnacty o1 230 1M A0 350 HM AOIKEH UMETH

MaKCUMYMb! Npu (26312) KM, (270+2) HM 1 NNeYo Npu AnuHe

BONRb! OT 257 HM A0 261 HM

B. Ha xpomaTorpamme WCrbiTyemoro pacteopa. NONYYEHHOW B CooTaeTcrayer
pasaene "ConyTcTayioume npumMecw”, AONXHO OBHEPYXMBATLCS

QCHOBHOE NATHO Ha YPOBHE OCHOBHOrQ NATHA Ha Xpomarorpamme

pacTeopa cpasHeHus (a)

3 OAHOPOAHOCTL A03UPOBAHHbLIX CootvaeTcTayeT Tpeboranusm MY, 2.9.40 CooTBeTcrayer
eavnHuy

4 PacnapaemocTb He Bonee 15 mMuH 2 MUH

5  ConytcreyoiyKe NpUMecu NoBoi npumeckt - He Bonee 0,5 % CoorBeTcTByeT

6 Pacrsoperue CooTsercrayeT Tpebosanuam [OY, 2.9.3 (npu Q=75%) CooTBeTCTBYET

7 KonuuecTseHHoe onpepeneHne 285 - 315 mr/Tab 297 mritab
cynedanunamuia

8  Mukpobuonormueckan unctora  COOTBETCTBEHHO MKK fiC CooTBeTcTBYET

9 Ynakoska CooTtseTtcTBeHHO MKK JIC CooraercrayeT

10 Mapkuposka CooraercraaHHo MKK JIC CooreeTtcTayeT

[lara oKoH4aHWs cpoka roaHoCTH: 05.2026

XpaHeHwue: XPaHUTL B OPUTMHAN2HOWM YNAKoBKe Npu TemMnepatype He Boille 25°C
3aknovexue: CootaetcrayeT TpeGoaaHusm MKK JIC ot 10.12.2020 K pErMcTPaLMOHHOMY YA0CTOBEPEHWIO
NeUA/5949/01/01 )
 TIPUBATHEAH BAPWCTBO |
[arta noanucaHus: 04.06.2 oL Z { Hauansxuk %Kp AHER A PHMﬁﬂ puayk C B
| ipenTtadiikm i w05 1212
02093, m. ¥iis. By ninecexa, 13

| BIBAI KOHTPOMKO AKOCT!




d AAPHUUA

Anpec 02093, r. Kuem, yn. BOpUCHOALCKA L
Tan./daxc: (+38044)568-32-10 npuauaasl 0291 64
(+38044)207-73-41 OTnen KOHTPOAR Kadec

(+38044)207-73~04 YHONHOMOWEHHOS MU0 NC KavecTsy
(+38044)207-73-27 YnonsoMOWeHHO@ JMLO IO QapmMakoramsopy

CepTudhmkat cepum fieKapCTBEHHOro cpeacTsa

1. HaumeHoBaHue, cuna

AeNCTBUSI/aKTUBHOCTDb, JIeKapCcTBeHHas

cdopma ¥ pasMep YrakoBKU
(MAEHTUYHO TEKCTY Ha yNaKoBKe
roToBOM NPOAYKUUK):

2. HoMmep cepuu roToBOM npoaykuuu:
3. CtpaHa-npoussoauTens:

4, HaumeHoOBaHue cTpaHbl / CTpaH
Ha3Ha4YeHUs Ans cepun:

5. Homep perucrpauunoHHOro
yOooCTOBEpeHust:

6. fara npousBoacTBa:

7. [laTa OKOH4YaHWUA CpoOKa rofgHOCTH
(mecsy u roa, nocne kotoporo JIC He
npUMeHseTcs):

8. HasBaHus, agpeca u HoMepa
NULeH3UI BCEX YHaCTKOB
NpPOM3BOACTBA U KOHTPONA KayecTBa:

9. CepTudukatbl cooTBetcTBust GMP
BCEX YYaCTKOB, YKa3aHHbIX B n.8:

10. Pe3ynbraThl aHanu3oB:

11. KomMmeHTapuu:

12. 3aaBneHue o cepTuchukaLuu:

13. Uma u pamunus
YnonHOMOYeHHOro Jinua, KoTopoe

ocyuwecTBnser cepTudukauuio cepun:

14. NMognucb YNONHOMOYEHHOro nuua,

KoTopoe ocylecTenser
cepTudUKaLUIo Cepuu:

15. lata nognucaHus:

CTPENTOUMA-OAPHULIA

1 TabneTka coaepXuT cynbdanunamuaa 300 mr, TabneTku no
300 mr

no 10 TabneTok B KOHTYPHbIX AYEMKOBbLIX YNakoBKax ¢
MapKVpOBKOW Ha YKPaHCKOM U PyCCKOM A3bIKax

HN70521
YKpavHa

Paamep cepuu: 115796 ynak.

YkpaviHa
UA/5949/01/01

mair 2021
05.2026

Npov3BeAEHO, BKNIOYan YNakoBKy/MapKMpPOBKY U KOHTPOIb
kayectsa Ha YAO «dapmaLeBTudeckas pupma «[lapHuua» no
appecy: r. Kues, yn. Bopucnonsckas, 13;

nuueH3ua AB Ne 598086, cauaeTtenscTeo 06 atrectauum
naGopatopuit OKK Ne 128

ceptudukar 035/2019/GMP

npusefeHbl B cepTudukaTe aHanuaa (aononHeHue 1)

XpaHWTb B OPUrMHaNbHOR YNakoBKe npu Temneparype He Bbille
25 °C

OTVUM NoATBEPXAaAt, YTO BCE NPOM3BOACTBEHHbIE CTaAUM ANA
3TOi CEepum roToBOM NpoAyKuvK Bbinu NpoussegeHbl B NOMTHOM
COOTBETCTBUAM C TpeGoBaHUAMMN, YCTAHOBNEHHbLIMU B
nevicteyiolem pykosogcTee no GMP, yTBepXaeHHOM
MVHNCTEPGTBOM 34paBooOXpaHeHnA YKkpanHol, 1 ¢
Tpe6oBaHUAMU PerucTPaLMOHHOro AOCLE CTPaHbl HasHAYeHUA.

CEPUWs PASPELUEHA
K PEANU3AUWN

C“W" 15;5 20’;/12

YnonuopedeHroe niuo

__Kopornxosa O

{ﬁo Our OFCA @%p jOD/ﬂM%C%B“




DononHexue 1 k CepTudbukaty cepun

10029164

apHUU

CepTudukar aHanusa Ne 7

HaumeHoBaHue NPOAYKUUN: CTPENTOUMA-OAPHWLIA, TabneTku no 300 mr. no 10 TaBneToK B KOHTYPHbIX
SMEIMKOBBIX YNAKOBKaX C MApKMPOBKOW Ha YKPAWHCKOM U PyCCKOM A3bIKaX

Homep cepum: HN70521 Paamep cepuu: 115796 ynax.

Homep perucTpaumMorHOro UA/59848/01/01

yAOCTOBEpPEHUA:

AHanus BLINOMHEH NO: MKK NC ot 10.12.2020 K perncTpaunoHHOMY YAOCTCBEREHWIO NeUA/5949/01/01

Pesynkrat aHanusa:

Ne n.n. HaumeHoBanue nokasatens  TpeboBsanue HOPMaTUBHOM AOKYMEHTaLuU PesynkTar aHanu3a
1 Onucanue TabneTkn Genoro UBeTa, MNOCKOUUITMHAPWUYECKOR )OPMBI, © CooreetcrByeT

pUYCKOW 1 hackom

2  MoanvHHOCTbL A. YO-crekTp NOrnoweHua ucnbiTyemoro pacrsopa, CoorseTcTeyeT

NPWUIOTOBNEHHOTO, KaK ONCAHO B pasaene "KonuuecrseHHoe

onpepenexve’, B obnacty o1 230 1M A0 350 HM AOIKEH UMETH

MaKCUMYMb! Npu (26312) KM, (270+2) HM 1 NNeYo Npu AnuHe

BONRb! OT 257 HM A0 261 HM

B. Ha xpomaTorpamme WCrbiTyemoro pacteopa. NONYYEHHOW B CooTaeTcrayer
pasaene "ConyTcTayioume npumMecw”, AONXHO OBHEPYXMBATLCS

QCHOBHOE NATHO Ha YPOBHE OCHOBHOrQ NATHA Ha Xpomarorpamme

pacTeopa cpasHeHus (a)

3 OAHOPOAHOCTL A03UPOBAHHbLIX CootvaeTcTayeT Tpeboranusm MY, 2.9.40 CooTBeTcrayer
eavnHuy

4 PacnapaemocTb He Bonee 15 mMuH 2 MUH

5  ConytcreyoiyKe NpUMecu NoBoi npumeckt - He Bonee 0,5 % CoorBeTcTByeT

6 Pacrsoperue CooTsercrayeT Tpebosanuam [OY, 2.9.3 (npu Q=75%) CooTBeTCTBYET

7 KonuuecTseHHoe onpepeneHne 285 - 315 mr/Tab 297 mritab
cynedanunamuia

8  Mukpobuonormueckan unctora  COOTBETCTBEHHO MKK fiC CooTBeTcTBYET

9 Ynakoska CooTtseTtcTBeHHO MKK JIC CooraercrayeT

10 Mapkuposka CooraercraaHHo MKK JIC CooreeTtcTayeT

[lara oKoH4aHWs cpoka roaHoCTH: 05.2026

XpaHeHwue: XPaHUTL B OPUTMHAN2HOWM YNAKoBKe Npu TemMnepatype He Boille 25°C
3aknovexue: CootaetcrayeT TpeGoaaHusm MKK JIC ot 10.12.2020 K pErMcTPaLMOHHOMY YA0CTOBEPEHWIO
NeUA/5949/01/01 )
 TIPUBATHEAH BAPWCTBO |
[arta noanucaHus: 04.06.2 oL Z { Hauansxuk %Kp AHER A PHMﬁﬂ puayk C B
| ipenTtadiikm i w05 1212
02093, m. ¥iis. By ninecexa, 13

| BIBAI KOHTPOMKO AKOCT!




Mpoposxenna Ceprudikar akocri / Ceprudikar ananisy N2 170000014094 Hl l"lllll”l”l”l”l”lmlllll“”l“llI“

11 MapkyBaHHs BignosigHo go MK# 13 Bignosigae

11. KomeHnrapi: *[epioguuHicTb KOHTPONO B KOXKHIA 10 cepil

12. YmoBu 36epiranHs: B opuriHanbHin ynakosui npu Temnepatypi He Buwe 25°C. 36epiratv B HEJOCTYNMHOMY [iA
aiten micui.

13. 3asBa npo ceptudikauio: Lum nigTBepmxyto, Wo BCi BUpobHMYI cTagii gna uiel cepii rotosol npogykuii 6ynn nposegeHi
B MOBHIA BIANOBIAHOCTI 3 BUMOrami, BCTaHOB/IEHMU B YMHHOMY KepiHuuTai no GMP,
3aTBEppPKEHOMY MiHICTEPCTBOM OXOPOHN 300POB’A YKpaiHu, i 3 BUMOTaMu pPeecTpaLifiHoro
JOCbE KpaiHy NpU3HaYeHHs

Cepin po3BoneHa Ao peanisauii / BigBanTaxkeHHs 3 18.11.2022

3arBepaxyio

Mib: Kopotkoga O.T.

MNocapa: YnoeHoBaxeHa ocoba

NignvcaHo enektpoHHum nignvcom: 18.11.2022  10:05

Crop. 232



(+38044)207-73-41 Bigain KOHTPOMKO SAKOCTI
(+38044)207-73-04 YnosHosaxeHa ocoba 3 AKocCTi

Agpeca 02093, m. KuiB, Byn. bopucninscbka, 13
Ten./®akc: (+38044)568-32-10 MpuiimanbHa ll] lIl!l I]l]llllll

(+38044)207-73-27 YnosHoBaxeHa ocoba 3 dapmakoHarnagy

Ceptudikar akocri / Ceprudikar aHanisy N2 170000014094

1. HalimeHyBaHHA npoayKuil:

(Ha3Ba, cuna AiifakTUBHICTL, Nikapcbka dopma Ta
pPO3Mip ynakosku (ieHTUYHO AO TEKCTY Ha
YNAKoBLi roTOBOI NpoayKLii))

2. Homep cepii:
3. Po3mip cepii:
4. KpaiHa-BupoOGHMK:

5. HalimeHyBaHHA KpaiHu / KpaiH npusHavYeHHsA
ans cepii:
6. Homep peecTpauifiHOro nocBigueHHs:

7. DaTta BUpo6HMLTBa:
8. [lara 3aKiH4eHHA TepMmiHy npugaTHoOCTi

(micaub i pik, nicna akoro J13 He 3aCTOCOBYETHCA):

9. HasBa, agipeca Ta HOMepn nileH3in Bcix
RiNbHNLUB BUPOOGHNLTBA | KOHTPOJIO AKOCTI;
Ceprudikarm BignosigHocti GMP Bcix
AinbHVYDb:

10. AHani3 BMKOHaHUI 3rigHo:

PesynbTati aHanisy:

CTPEMTOUMA-OAPHULSA

1 Tabnetka mictutb cynbdadinamigy 300 wmr;

Tabnetku no 300 mr; no 10 TabneToK y KOHTYPHMX YaPYHKOBUX YMAKOBKax 3
MapKyBaHHAM YKPAIHCbKOK MOBOIO

HN81122
120,962 TYn
YKkpaina

YKkpaina
UA/5949/01/01

11.2022
11.2027

BUPOGIEHO, BKAOYAIOUN YNAKOBKY/MapKyBaHHA Ta KOHTPOJb AKOCTI Ha MpAT
«QapmauestuuHa dipma «dapHuya» 3a agpecoio: m Kuis, Byn. bopucninbcbka,
13;

niyeHsia AB Ne598086;

CBiZOUTBO NpO aTecTauio nabopatopint BKA Ne 128;

ceptndikat GMP Ne 060/2022/GMP

MKA N3 Big 10.12.2020 po peectpauiintoro nocsiguyenna NeUA/5949/01/01

N¢ n.n. HaiimeHyBaHHA NOKa3HMKa Bumorn HopmaTiBHOIT fOKyMeHTauii PesynbTaT aHanisy
1 Onwuc Tabnetku 6inoro Konbopy, nockouMniHgpuyHol dopmu, 3 puckowo TaBinnosinae

dackor
2 lnenTudikauia A Y®-cnekTp nornuHaHHa BunpobosyBaHOro po3unHy, npurotosaHoro, Bignosinae

fAIK OnuncaHo B po3aini "KinbkicHe Bu3HaueHHs", B obnacti Big 230 Hm
40 350 HM nosuHeHMaTK Makcumymu npu (263£2) Hm, (2704£2) Hm i
nneve 3a JOBXUHW XBuAi Big 257 1M no 261 Hm
3 lnenTudikauin B Ha xpomaTorpami BunpobyBaHOro posunHy, OTPUMaHoi B po3aini Bignosigae
"CynposigHi BOMILLKN,MA€E BUABNATACA OCHOBHA MAAMa Ha PiBHI
OCHOBHOT NAIAIMYK Ha XpOMa- Torpami PO3unHy NOPIBHAHHA (a)

4 OpHopigHicTe fo30BaHWX ofuHKLb  Bignosigae sumoram AdY, 2.9.40 Bignosipae
5 PoznapaHus He 6inbiwe 15 xB 7 x8

6 CynposigHi AOMILLKK Byab-axol pomiwkuy - He Ginolwe 0,5 % Binnosinae
7 Po3uuHeHHs Bignogigae sumoram AdY, 2.9.3 (pn Q =75 %) Binnosinae
8 KinbKicHe BM3HaYeHHsA 285 - 315 mrftab 298 mr/Tabn.

cynsaninamigy

9 Mikpob6ionoriuHa uncrorta BignosigHo no MKA J13 Binnosinae *
10 Yrakoska BigniosinHo no MKA N3 Bignosipnae
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{+38044)207-73-04 ¥nosHoBaMeHa ocofia 3 AKocTi
{(+38044)207-73-27 ¥YnoBhoBameHa ocofia 3 dapmakoHarnagy

Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13
Ten./®akc: {+38044)566-68-78 [lpuimanbHa
n n p H u ug (+38044)207-73-41 Bippin koHTponic AkocTi

CepTudikar akocri / Ceprudixar ananisy N2 170000025011

1. HaiimeHyBaHHA npogyxuyii: CTPENTOUMA-AAPHWLIA

(HazBa, cuna fii/akTMBHICTL, Nikapceka ¢opma Ta 1 TabneTka micTMTh cynbgadinamigy 300 mr;

pO3Mip YNakoBKK {iGEHTUYHO A0 TEKCTY Ha Taénetkn no 300 mr; no 10 TabneToK y KOHTYPHUX YapYHKOBMWX YNAKOBKaX 3
YNaKoBLi roToBoi NPoAyKLUii)) MapKYBaHHAM YKpPaiHCbKOI MOBOIO

2. Homep cepii: HN90823

3. Poamip cepii: 118,142 T¥MN

4. KpaiHa-BMpoGHUK: ¥kpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHavueHHAa YkpaiHa

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn: UA/5949/01/01
7. Bata supoGHulyTBa: 08.2023

8. Bara sakiHueHHA TepMiHy NPMAATHOCTI 08.2028

(micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX BUpoGNeHo, BKIOYAIOUM YNAKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [TpAT
BinbHMLL BUPOGHULTBA | KOHTPONIO AKOCTI; «(QapmaueBTUuHa dipma «fapHuua» 2a agpecoio: m Kuie, Byn. bopucninecbka,
Cepmudixatu BignoeigHocti GMP Beix 13;

BinbHAYD: niyeHszin AB N°598086;

CBigouTBO Npo atectauiio nabopatopiin BKA No 128;
cepTngikat GMP Ne 060/2022/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 Big 10.12.2020 po peectpauifiHoro nocsigyeHHa NeUA/5849/01/01

—_——
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PesynbTaTk aHanisy: R0 \@"
TIiR
N2 n.n. HalMeHYBaHHA NOKAZHMKA BUMOMM HOpMaTHBHOT noxymen'r#m JIORY T o \ \* \\ PeaynbTaT aHanisy
1 onuc TabneTku 6inoro konbopy, Anockofivh H;!;!EOHJ’»_FFM p 4 Bignosigae
Ta dackoio ';
2 laeHTUDiKaLin A Y{-cneKkTp NOrmMHaHHA BUNpoboB \,, bi'o PO34UHY, Bianoeigae
NpUroToBaHOro, AK ONUCAHO B PO3f ----. A ﬁ'cht;e BHB{IQ!;I
ofinaci Big, 230 HM oo 350 HM NOBUHENMATY Ma X
+2) Hm, {270+2) Hm i nneye 3a nommw'ﬂ;, zb?,twr’no 261
HM
3 laeHTUDiKalis B Ha xpomaTorpami BunpobyBaHoro po3unHy, oTPUMaHoI B po3dini Binnosinae
"CynpoBigHi AOMIlKW,MaE BUABNATUCA OCHOBHA NASAMa Ha pPiBHI
OCHOBHOI NMNAMKM Ha XpOMa- Torpami po3YUHY NOPIBHAHHA (a)
4 OgHopigHicTb go3oBaHMX oAWHULbL  Bignosigae Bumoram AoY, 2.9.40 Bignoeigae
5 PoznapaHHA He 6inowe 15 xB 1xB
6 Cynposiaujsﬁdﬂ\ﬂlm a{? Byab-AKoi gOMIlLKK - He Ginbwe 0,5 % Bignoeigae
«* A
7 PozHeHHEopoTKOBA (‘, Bignosinae Bumoram A®Y, 2.9.3 (pu Q=75 %) Bianosinae
5 OxcaHa E
B KinbkicHe BaiHiStERa = 285 - 315 mr/Tab 299 mr/Tatn.
cynsdaHigMB oy /INH -~ =
9 MIKPOGIOHCEU&gTIQWTa = BignoeigHo oo MKA N3 Bignoeigae *
-9,, &

"cﬂuo ¥ a“'a
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10 ¥naKkoeka BignoeigHo no MKA N3 Bignoeigae

1 MapKyBaHHA BignoeigHo no MKA N3 Bignoeigae

11. KomenTapi: *MepioAW4HICTL KOHTPONIC B KoHIA 10 cepii

12. YmoBu 36epirannn: B opuriHanbHiin ynakoBUi npu Temnepatypi He BUwwe 25°C. 36epiraTu B HegocTyNnHOMY AnA
piten micyi.

13. 3anBa npo ceprndikanio: Lum nigreepaxyio, Wwo BC BUpoBHWYI cTagii AnA uiel cepii roToeoi Npopaykuii 6ynu npoeefeHi
B NOBHii BigNOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMKW B YUHHOMY KepiBHUUTBI no GMP,
3aTEepaKeHoMy MiHicTepcTBOM OXOpOHUW 340pO0B'A YKpaiHu, | 3 BUMoramu peectpauiiHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin po3BoneHa go peanisauii / BigBanTaxeHHn 3 31.08.2023

3aTBepaKyio

MNib: Kopotkosa O.I.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 31.08.2023  12:59
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JoxymeHT nignucaHo y cepeici BuacHo (novarok)
00481212_20230831_Certificate_170000025011.pdf

Crop. 232



JokymeHT nignucano y cepsici BuacHo (NpoA0OBIKEeHHR)
00481212_20230831_Certificate_170000025011.pdf

HoxkymeHT BignpasneHo: 13:02 31.08.2023

BnacHHMK fOKYMEHTY

EnexTpoHHMiA nignuc

13:02 31.08.2023

€OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ®©IPMA JAPHWULA
cTapluMid iHcneKTop-yNnoBHoBa)keHa ocoba: KopoTtkoea OkcaHa MeopriieHa

Yac nepesipxu KEM/ELM: 13:02 31.08.2023

CraTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF450400000057150000053B0000

Tun nignucy: keanigikosaHwin
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