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Gesellschaft fur klinische
Spezialprdparate mbH

JlikapcuKuii 3aci6 METOTAB
Drug product Tabnetku no 2,5 mr no 100 TabneTok y dnakoHi; no 1 thnakoHy B
nauyi
METOTAB
Tablets 2,5 mg 100 tablets in a vial: 1 vial in package
Litoua peyosnHa MeTtoTpekcar
Active ingredient Methotrexate
* Homep cepii H190663A
~ Batch number
. Hara BupoGHuyrea 08.08.2019 TepMmiH npuaarTHocTi 08.08.2022
Date of manufacture Expiry date
NOKA3HUK CMNELIM®IKALLIA PE3YNbLTAT
— | TEST SPECIFICATION AHANI3Y
TEST RESULT
Onue
Appearance
Ana 2,5 mr >KosTi, kpyrni ABoonykni Tabnetkw, AonycTumi Bignosigae simoram
For2,5 mg BKpannexus. Hanue: 2.5

Yellow, round. biconvex tablets, slightly
mottled. Inscription: 2.5

Complies

OnHopigHicTs Mmacu

Unfformity of mass

Tabnetku NOBUHHI BUTPUMYBATY BUMOTY
BunpoGyBsaHHs,

Tablets must comply with the requirements of
the test.

Bignosigae Bumoram

Complies

laenTudikauin

Identification

BEPX CnisnagatHs yacie yTpuManHs nikie Ha Bignosinae Bumoram
Xpomarorpamax po34uHy BunpobysaHoro

HPLC 3Pasky Ta CTaHA4apTHOrO PO3YMHY.,

Compliance of retention times between
chromatograms of sample and reference
solution.,

Complies

Y®-cnekrpockonin

Y®-cnexTp 3paska signosigae Yd-cnekrpy
cTasgapry.

Bianosigae Bumoram

UV - spectrum UV-spectrum of the sample corresponds to UV- | Complies
spectrum of reference standard,
KinsbkicHe Bu3HaueHHs Bia 95% po 105% Big 3ansneHol KiNbKoCTi. 98,7 %
Assay From 95 % to 105 % of the labeled amount.
CynyTtHi gomiwku
Related substances
Howmiwka A, 2,4-[iamiHo-6- <0,5% <0,1%
TiAPOKCUMETUN-NTEPUANH
impurity A, 2,4-Diamino-6- s0,5%
hydroxymethyl-pteridine
Homiwka B, AmiHonTepuH <0,5% 0,1%
Impurity B, Aminopterin <0,5%
Oomiwka C, MetonTtepun =0,5% <01%
Impurity C, Methopterin <0,5%
|
: cTop. 133
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Gesellschaft fur klinische
Spezialprdparate mbH

NOKA3HW CNELN®IKALLIA PE3YIbTAT
TEST SPECIFICATION AHANIZY
TESTRESULT
Homiwka D, N-10-MeTunnrepoigHa | < 0,5% <01%
KucnoTa _
Impurity D, N'°-methylpteroic acid £0,5%
Lowmiwka E, 4-AmiHo-N-10- s 0,5% <0,1%
MeTMNNTepoigHa kucnoTa
Impurity E, 4-Amino-N-10- <0,5%
methylpteroic acid
Jowmiwka MAET, 4- 5 0,5% <0,1%
AmiHoBeHsoinrnyTaminosa kuchoTa
Impurity PABG, 4- <0,5%
Aminobenzoylglutamic acid
Hanbinbwa Hesigoma =0,2% <0,1%
iHaMBigYanbHa gomMillka
Greatest single unknown Impurity <0,2%
Cywma gomiLLok <1,5% 0,1 %
Total impurities < 1,5%
OaHopipHicTL fo3yRaHHA TabneTku NOBUHHI BUTPUMYBATU BUMOTH Bignoeinae sumoram
BUNpoByBaHHs.
Uniformity of content Tablets must comply with the requirements of | Complies
the test.
Po3auuHeHHs Kinbkicte meToTpekcaTy, ska nepeiwna y 98 %
poaunH 0,1 N xnopucroBogHesoi KUCnoTu
Yyepes 45 xB, NOBUHHC ByTH He MeHLwe 75 %.
Dissolution Quantity of methotrexate, transformed into a
solution 0,1 N hydrochloric acid in 45 minutes,
should be not less than 75 %.
PoanagaHHA < 15 xBUnNuH 2 XBUNWH (min)
Disintegration time < 15 min
BwmicT rOAM <6,5% 5,7 %
Water content <6,5%
Mikpo6ionoriuna yncrora:
Microblological purity:
3aranbHa KinekicTe aepobHux = 10° KYO/T Bignoeigae sumoram
Mikpoopranismis (TAMC) Complies
Total aerobic microbial count | < 10° CFU/g
(TAMC)
3aransHa KinekicTe aApbxkaxoBux Ta | < 102 KYO/r Bianosigae Blamoram
rnicHaaux rpubis (TYMC) Complies
Total combined yeast and mold | < 10° CFU/g
count (TYMC)
E. coll BigcytHiB 1 T. Bignosigae BuMoram
E. cali Absentin1g Compilies

%
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Gesellschalft flir klinische
Spezialpraparate mbH

Llett ceptuchikaT 3acsifuye, WwWo us cepis nikapcbkoro sacoby npoiilina nepesipky BiANoBIAHO 40 GMP Ta
3arBepxeHnx NpoLUeAyp KOHTponto. Jlikapcbkui 3acif Bignosiaae BCim BUMoOram cnevudikauii.

It is hereby certified that this product batch has been analyzed in compliance with GMP and with the
written control procedures. The product meets all requirements of the specification.

3am. HauanbHuka oTaena KoHTpons kayecTsa
Deputy Head of Quality Control
Dara/Date 30.06.2020

onfa M"Hamdi

&
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Hasea npenapary . | METOTADB
Name of product Tabmerkumo 2,5 mrmo 100 TaBnerox y gnaxoni; no | duakoy B nawmi

METOTAB

Tablets 2.5 mg, 100 fablets in a vial; 1 vial in package
Kpaina-immoprep VYkpaina Peectpaniiine nocsiguenns Ne | NeUA/11318/01/ 01
Importing country Ukraine MA No
Bracuuxk PI1 Menax lesempmadyr drop Homep cepii H190663A
MA Holder KniHiwe Batch number

Inewansopenapare M6X

Medac Gesellschaft fur

klinische Spezialpraparate

m.b.H
Cuna gif / AKTHBHICTE Memompexcam Jlixapeska dopma TabNeTKH
Strength / Potency methotrexate Dosage form tablets

2,5 mr (mg)

Harta pupobauurrea 08.08.2019 Tepmin MPHIATHOCTL 08.08.2022
Date of manufacture Expiry date
PosmMip makxysaHs 100 Ttabnertok / tablets Tun nakysaHHs tmaxon
Package size Package type vial
Poamip cepii Hara penizy
Batch size 1000 ym./pc. Date of release 26.06.2020
Hasea i agpeca AT HOK Ertan pupoGHHITEA Ne ginensii na supoGuuureso | Ipiseunie
eupobunuTea i kouTpomo | Stage of manufacturing N of manufacturing license YI1OBHOBAMKEHOT
AKOCTI _ ocobu
Name and address of Name of Qualified
manufacturing site(s) : Person

Meaak ['ezenbmadt ¢prop | Bupobuuk, mo sianosizae sa | DE_SH_01_MIA 2019 0020 | Andreas Diivel
Kninime MapKyBaHHS TIEPBHHHOL
INneuiansnpenapaTe MGX | YIIaKOBKH, BTOPHHHE
Tearepurrpacce 6, 22880 MaKyBaHHS,

Benens, HiMeuynna KOHTPOJIL/BHNPOOYBAHHS
cepii Ta 3a BHITyCK copii:

Medac Gesellschaft fur Muanufacturer responsible for

klinische Spezialpraparate | labelling of primary package,

m.b.H. secondary packaging, batch

Theaterstrasse 6, 22880 control/testing and batch

Wedel, Germany release:

Excenna I'm6X Bupobuuurso, mo DE BY 05 MIA 2018 0038 | Dr. M. Hohn
Hropubeprep mrrpacce 12, BIAMOBiAAE 32 BUPOOHHLTBO

90537 ®otixt, Himeuunsa roroBoi H030BaHoi hopmu, i
[IEPBHHHE Ta BTOPHHHE
NaKyBaHHS, MAPKYBaHHA
NIEPBMHHOI YTIAKOBKH,
KOHTPO.IB/BUIIPOOYBAHHS
cepii:

Manufacturer responsible for
Exella GmbH | finished product, primary
Nuernberger Strasse 12, and secondary packaging,
90537 Feucht, Germany labelling of primary package,
batch control/testing.

crop. 132
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L{um ceprudixaToM 3achinayeMo, WO BHIEBKA3aHa iHhopMALlis € JOCTOBIPHOIO i TonO0, L1 cepis JikapcpKOro
3acoBy 6yia BUIOTOBIIEHA, BKIFOYAIOUH YIAKOBKY | KOHTPOIb AKOCTI HA BHINSBKA3AHIH AinaH1l (XUsHKaX) B NOBHIi
pifmosignoeT 70 BuMor GMP, BCTAHOBICHHX MICLICBMM PCTYJIATOPHMM OPraHoM, i y BLUIIOBIIHOCTI A0 cncuudikauii
Toprosoi nitensii kpainu-immoprepa. [TpoTokony BUPOGHHITBA, YIAKOBKH i anam3y cepii 6y10 posrasHyTo |
BH3HAHOC BianosignuMu a0 GMP.

Buinesxasana cepis cXBascHa A peamisanii.

We hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging and quality control at the above mentioned site(s) in full compliance with the GMP requirements
of the local Regulatory Authority and with the specifications in the Marketing Authorization of the importing country.

The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.
Above mentioned batch is released for market.

. Hara/ Date

cTop. 232
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| JEPXIIIKCIIYIKBA YKPATHA
AEPKABHA CJIIYIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHKAMM Y KHIBCBHKIN OBJIACTI

npocnext Banepia JloGanoscekoro, 51, M. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dls ko@dls.gov.ua, Kog €APTIOY 37078774

BHCHOBOK
PO SIKICTH BE€3€HOr0 B YKPpainy JiKapcbKoro 3acody

21.08.2020 Ne 40664/20/10

METOTAB

(HaliMenyBaHHT NiKapCHKOTO 3200y 3TIAHO 3 PEECTPAIHIIM HOCBI T4EHHM)
Tabaerkn 2,5 mr Ne 100 y duraxonax

((opma pumycky, 103yBaHHS, BUJ NAKyBaHHS NiKAPCEKOTO 3acaGy)
Homep peecrpauiiinoro nocsinuenns UA/11318/01/01 ctpox xif peecrpauiiinoro mocsipgernns 15.08.2021
Cepisn nikapcskoro 3acoby Ne H190663A Kinekicts BBE3eHOrO Nikapcekoro zacoby 15

BupoGHuK Menax Iesensmadr drop kninime HIneniansnpenapare M6X, Himewunsa

(naitmenyBanug BUPOOHHKA NiKapebKoro 3acoly, kpaitia moXomxeHHs:)

Bresero B Ykpainy CriibHe yKpaincbKo-eCcTOHChKe HiANpuemMceTeo y GpopMi ToBapucTpa
3 0OMeskeHo010 BiTnoBiTaabHicTIO "' OnriMa-Dapm, JITL", izenr, kox:
21642228

(HafvenyBanHa Ta koA 3a CAPTIOY roprauHOi ocoGu abo npissue, im's, TI0 6aThkoBi (isugHOl
0co6u - nianpuemus, i Miclte MPOXMUBAHHS TA PEECTPALHHKMI HOMEp 06TIKOBOT KAPTKM ILIATHHKA
nojarkis abo cepis Ta HOMep nacropTa)

Mporoxon Bizyaxsrore kourpomo sia 13.08.2020 Ne 2564/15.

3a  pesymeTaraMu JIEPKABHOTO KOHTPONIO BCTAHOBJIGHO, IO JiKapchKuil 3aci6  BBeseHO B Vxpaigy 3
AOTPHMAHHAM BUMOT 3aKOHOABCTBA OO 3a6e3neuenns AKOCTi IKapCEKUX 3aco0iB.
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Gesellschaft fur klinische
Spezialprdparate mbH

JlikapcuKuii 3aci6 METOTAB
Drug product Tabnetku no 2,5 mr no 100 TabneTok y dnakoHi; no 1 thnakoHy B
nauyi
METOTAB
Tablets 2,5 mg 100 tablets in a vial: 1 vial in package
Litoua peyosnHa MeTtoTpekcar
Active ingredient Methotrexate
* Homep cepii H190663A
~ Batch number
. Hara BupoGHuyrea 08.08.2019 TepMmiH npuaarTHocTi 08.08.2022
Date of manufacture Expiry date
NOKA3HUK CMNELIM®IKALLIA PE3YNbLTAT
— | TEST SPECIFICATION AHANI3Y
TEST RESULT
Onue
Appearance
Ana 2,5 mr >KosTi, kpyrni ABoonykni Tabnetkw, AonycTumi Bignosigae simoram
For2,5 mg BKpannexus. Hanue: 2.5

Yellow, round. biconvex tablets, slightly
mottled. Inscription: 2.5

Complies

OnHopigHicTs Mmacu

Unfformity of mass

Tabnetku NOBUHHI BUTPUMYBATY BUMOTY
BunpoGyBsaHHs,

Tablets must comply with the requirements of
the test.

Bignosigae Bumoram

Complies

laenTudikauin

Identification

BEPX CnisnagatHs yacie yTpuManHs nikie Ha Bignosinae Bumoram
Xpomarorpamax po34uHy BunpobysaHoro

HPLC 3Pasky Ta CTaHA4apTHOrO PO3YMHY.,

Compliance of retention times between
chromatograms of sample and reference
solution.,

Complies

Y®-cnekrpockonin

Y®-cnexTp 3paska signosigae Yd-cnekrpy
cTasgapry.

Bianosigae Bumoram

UV - spectrum UV-spectrum of the sample corresponds to UV- | Complies
spectrum of reference standard,
KinsbkicHe Bu3HaueHHs Bia 95% po 105% Big 3ansneHol KiNbKoCTi. 98,7 %
Assay From 95 % to 105 % of the labeled amount.
CynyTtHi gomiwku
Related substances
Howmiwka A, 2,4-[iamiHo-6- <0,5% <0,1%
TiAPOKCUMETUN-NTEPUANH
impurity A, 2,4-Diamino-6- s0,5%
hydroxymethyl-pteridine
Homiwka B, AmiHonTepuH <0,5% 0,1%
Impurity B, Aminopterin <0,5%
Oomiwka C, MetonTtepun =0,5% <01%
Impurity C, Methopterin <0,5%
|
: cTop. 133
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Gesellschaft fur klinische
Spezialprdparate mbH

NOKA3HW CNELN®IKALLIA PE3YIbTAT
TEST SPECIFICATION AHANIZY
TESTRESULT
Homiwka D, N-10-MeTunnrepoigHa | < 0,5% <01%
KucnoTa _
Impurity D, N'°-methylpteroic acid £0,5%
Lowmiwka E, 4-AmiHo-N-10- s 0,5% <0,1%
MeTMNNTepoigHa kucnoTa
Impurity E, 4-Amino-N-10- <0,5%
methylpteroic acid
Jowmiwka MAET, 4- 5 0,5% <0,1%
AmiHoBeHsoinrnyTaminosa kuchoTa
Impurity PABG, 4- <0,5%
Aminobenzoylglutamic acid
Hanbinbwa Hesigoma =0,2% <0,1%
iHaMBigYanbHa gomMillka
Greatest single unknown Impurity <0,2%
Cywma gomiLLok <1,5% 0,1 %
Total impurities < 1,5%
OaHopipHicTL fo3yRaHHA TabneTku NOBUHHI BUTPUMYBATU BUMOTH Bignoeinae sumoram
BUNpoByBaHHs.
Uniformity of content Tablets must comply with the requirements of | Complies
the test.
Po3auuHeHHs Kinbkicte meToTpekcaTy, ska nepeiwna y 98 %
poaunH 0,1 N xnopucroBogHesoi KUCnoTu
Yyepes 45 xB, NOBUHHC ByTH He MeHLwe 75 %.
Dissolution Quantity of methotrexate, transformed into a
solution 0,1 N hydrochloric acid in 45 minutes,
should be not less than 75 %.
PoanagaHHA < 15 xBUnNuH 2 XBUNWH (min)
Disintegration time < 15 min
BwmicT rOAM <6,5% 5,7 %
Water content <6,5%
Mikpo6ionoriuna yncrora:
Microblological purity:
3aranbHa KinekicTe aepobHux = 10° KYO/T Bignoeigae sumoram
Mikpoopranismis (TAMC) Complies
Total aerobic microbial count | < 10° CFU/g
(TAMC)
3aransHa KinekicTe aApbxkaxoBux Ta | < 102 KYO/r Bianosigae Blamoram
rnicHaaux rpubis (TYMC) Complies
Total combined yeast and mold | < 10° CFU/g
count (TYMC)
E. coll BigcytHiB 1 T. Bignosigae BuMoram
E. cali Absentin1g Compilies

%
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Gesellschalft flir klinische
Spezialpraparate mbH

Llett ceptuchikaT 3acsifuye, WwWo us cepis nikapcbkoro sacoby npoiilina nepesipky BiANoBIAHO 40 GMP Ta
3arBepxeHnx NpoLUeAyp KOHTponto. Jlikapcbkui 3acif Bignosiaae BCim BUMoOram cnevudikauii.

It is hereby certified that this product batch has been analyzed in compliance with GMP and with the
written control procedures. The product meets all requirements of the specification.

3am. HauanbHuka oTaena KoHTpons kayecTsa
Deputy Head of Quality Control
Dara/Date 30.06.2020

onfa M"Hamdi
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Hasea npenapary . | METOTADB
Name of product Tabmerkumo 2,5 mrmo 100 TaBnerox y gnaxoni; no | duakoy B nawmi

METOTAB

Tablets 2.5 mg, 100 fablets in a vial; 1 vial in package
Kpaina-immoprep VYkpaina Peectpaniiine nocsiguenns Ne | NeUA/11318/01/ 01
Importing country Ukraine MA No
Bracuuxk PI1 Menax lesempmadyr drop Homep cepii H190663A
MA Holder KniHiwe Batch number

Inewansopenapare M6X

Medac Gesellschaft fur

klinische Spezialpraparate

m.b.H
Cuna gif / AKTHBHICTE Memompexcam Jlixapeska dopma TabNeTKH
Strength / Potency methotrexate Dosage form tablets

2,5 mr (mg)

Harta pupobauurrea 08.08.2019 Tepmin MPHIATHOCTL 08.08.2022
Date of manufacture Expiry date
PosmMip makxysaHs 100 Ttabnertok / tablets Tun nakysaHHs tmaxon
Package size Package type vial
Poamip cepii Hara penizy
Batch size 1000 ym./pc. Date of release 26.06.2020
Hasea i agpeca AT HOK Ertan pupoGHHITEA Ne ginensii na supoGuuureso | Ipiseunie
eupobunuTea i kouTpomo | Stage of manufacturing N of manufacturing license YI1OBHOBAMKEHOT
AKOCTI _ ocobu
Name and address of Name of Qualified
manufacturing site(s) : Person

Meaak ['ezenbmadt ¢prop | Bupobuuk, mo sianosizae sa | DE_SH_01_MIA 2019 0020 | Andreas Diivel
Kninime MapKyBaHHS TIEPBHHHOL
INneuiansnpenapaTe MGX | YIIaKOBKH, BTOPHHHE
Tearepurrpacce 6, 22880 MaKyBaHHS,

Benens, HiMeuynna KOHTPOJIL/BHNPOOYBAHHS
cepii Ta 3a BHITyCK copii:

Medac Gesellschaft fur Muanufacturer responsible for

klinische Spezialpraparate | labelling of primary package,

m.b.H. secondary packaging, batch

Theaterstrasse 6, 22880 control/testing and batch

Wedel, Germany release:

Excenna I'm6X Bupobuuurso, mo DE BY 05 MIA 2018 0038 | Dr. M. Hohn
Hropubeprep mrrpacce 12, BIAMOBiAAE 32 BUPOOHHLTBO

90537 ®otixt, Himeuunsa roroBoi H030BaHoi hopmu, i
[IEPBHHHE Ta BTOPHHHE
NaKyBaHHS, MAPKYBaHHA
NIEPBMHHOI YTIAKOBKH,
KOHTPO.IB/BUIIPOOYBAHHS
cepii:

Manufacturer responsible for
Exella GmbH | finished product, primary
Nuernberger Strasse 12, and secondary packaging,
90537 Feucht, Germany labelling of primary package,
batch control/testing.
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L{um ceprudixaToM 3achinayeMo, WO BHIEBKA3aHa iHhopMALlis € JOCTOBIPHOIO i TonO0, L1 cepis JikapcpKOro
3acoBy 6yia BUIOTOBIIEHA, BKIFOYAIOUH YIAKOBKY | KOHTPOIb AKOCTI HA BHINSBKA3AHIH AinaH1l (XUsHKaX) B NOBHIi
pifmosignoeT 70 BuMor GMP, BCTAHOBICHHX MICLICBMM PCTYJIATOPHMM OPraHoM, i y BLUIIOBIIHOCTI A0 cncuudikauii
Toprosoi nitensii kpainu-immoprepa. [TpoTokony BUPOGHHITBA, YIAKOBKH i anam3y cepii 6y10 posrasHyTo |
BH3HAHOC BianosignuMu a0 GMP.

Buinesxasana cepis cXBascHa A peamisanii.

We hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging and quality control at the above mentioned site(s) in full compliance with the GMP requirements
of the local Regulatory Authority and with the specifications in the Marketing Authorization of the importing country.

The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.
Above mentioned batch is released for market.

. Hara/ Date

cTop. 232
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| JEPXIIIKCIIYIKBA YKPATHA
AEPKABHA CJIIYIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHKAMM Y KHIBCBHKIN OBJIACTI

npocnext Banepia JloGanoscekoro, 51, M. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dls ko@dls.gov.ua, Kog €APTIOY 37078774

BHCHOBOK
PO SIKICTH BE€3€HOr0 B YKPpainy JiKapcbKoro 3acody

21.08.2020 Ne 40664/20/10

METOTAB

(HaliMenyBaHHT NiKapCHKOTO 3200y 3TIAHO 3 PEECTPAIHIIM HOCBI T4EHHM)
Tabaerkn 2,5 mr Ne 100 y duraxonax

((opma pumycky, 103yBaHHS, BUJ NAKyBaHHS NiKAPCEKOTO 3acaGy)
Homep peecrpauiiinoro nocsinuenns UA/11318/01/01 ctpox xif peecrpauiiinoro mocsipgernns 15.08.2021
Cepisn nikapcskoro 3acoby Ne H190663A Kinekicts BBE3eHOrO Nikapcekoro zacoby 15

BupoGHuK Menax Iesensmadr drop kninime HIneniansnpenapare M6X, Himewunsa

(naitmenyBanug BUPOOHHKA NiKapebKoro 3acoly, kpaitia moXomxeHHs:)

Bresero B Ykpainy CriibHe yKpaincbKo-eCcTOHChKe HiANpuemMceTeo y GpopMi ToBapucTpa
3 0OMeskeHo010 BiTnoBiTaabHicTIO "' OnriMa-Dapm, JITL", izenr, kox:
21642228

(HafvenyBanHa Ta koA 3a CAPTIOY roprauHOi ocoGu abo npissue, im's, TI0 6aThkoBi (isugHOl
0co6u - nianpuemus, i Miclte MPOXMUBAHHS TA PEECTPALHHKMI HOMEp 06TIKOBOT KAPTKM ILIATHHKA
nojarkis abo cepis Ta HOMep nacropTa)

Mporoxon Bizyaxsrore kourpomo sia 13.08.2020 Ne 2564/15.

3a  pesymeTaraMu JIEPKABHOTO KOHTPONIO BCTAHOBJIGHO, IO JiKapchKuil 3aci6  BBeseHO B Vxpaigy 3
AOTPHMAHHAM BUMOT 3aKOHOABCTBA OO 3a6e3neuenns AKOCTi IKapCEKUX 3aco0iB.
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