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JAEPHJIIKCIIYKBA
AEPKABHA CHYXKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

ByA. Bepesnsiiscbia, 29, Kuis, 02098, Ten./dakce: (044) 550-23-55, Te. (044) 550-20-55
E-mail: dls kyiv{@dls.gov.ua,https://www.dls.cov.ua, Kon EJPIIOY 37079055

BHUCHOBOK
Npo AKICTHL BBE3EHOT0 B YKpainy JikapcbKoro 3acody

23.02.2021 Ne 7691/21/26

TI'APOKOPTH30H - ITOC®

(uafiMenyBaHus NikapesKkoro 3acoby 3rifHO 3 peccrpaniiniM NOCBiAueHHsM)
Mask 0una, 10 mr/r; nio 2,5 ry Ty6i; no 1 Ty6i y xaprommiii kopodui

(hopma Bunycky, fo3yBaHHs, BHA MakyBaHHA 1iKAPCHKOTO 3acoby)
Howmep peecrpaiiinoro nocsindenns UA/6522/01/01 crpox aii peectpauiiisoro nocsinuents HeOBMEKEH M
Cepis nixapcekoro zacofy Ne 299944 KinskicTs BBe3eHoro nikapeskoro sacoby 7000

Bupo6uuik YPCADAPM Apnuuaivitrens I'm6X, Himeuunna

(HaliMenynarHs BUPOGHHKA NiKapCcekoro 3acoly, KpaiHa MOXOKEHHS )

Beeseno B Yipainy Topapuerso 3 oomexenoro Biznosizaapuicro "COHA-
DAPMEKCIM", inent. xox: 40130755

(malimenysanms ra koa 32 E/IPTIOY jopunuunoi ocobu afo Npi3BHILE, iM'4, M0 6aTekoni PizuuHoT
ocobi - mznpuesmus, i Micue nposkupauss Ta peectpauilinuii HoMep 0OOiKOBOT KapTKy NNaTHHKA
ropatkis abo ccpis Ta HOMEp MacnopTa)

MpoToxon Bizyansnoroe xoarpomo six 23.02.2021 N 586/1.

3a pesynsTATAMH = JEPHKABHOrO KOHTPON BCTAHOBJEHO, 110 nixapcekmii 3aci6 Beezeno B VYkpaimy 3
AOTPHMAHHSAM BHMOT 3aKQOHONABCTRA MO0 3a6e3EUSHHS AKOCTL Jixapergux 3acobis.

Hauansunk Muxona XOJIOJIEHKO

B T i 4 _:' 3R ;“‘. ‘. 5 PP "
(nocanosa ochba OpraHy 1epiKABHOTO KOHT| (nigmac) (imiuiamd Ta npizsnuie)
; ! B !




Hpoavir
{Nawe of product):

Certificate of Analysis
CEPTHOURAT ABAJIM3A

Tuaporoprazon-NOCT
Hydrocortison-POS"™

Tuaperoprisona ayeraT

;

Hydrocortisone acetate 10 mg/g

Mass rinazaas
Eye ointment

; UISAPHARM

Page 1 ofd

Crpana HPOR3BOSETEINH/
Crpana nmuoprepa
(Muanufacturing conntry/
Tmporting conntry):

Homep perucTpagnonirore
CBHACTEALCTRA
(AMA number):

Pasmep u Tan ynaxosxu
(Package size and type):

Arl-no. 381369

70

[epmannn/ Yrpauna

(Germany/Ukraine)

UA/6522/01/01

o 2,5 r 8 1ybe; wo |
TYOE B KapTOHHOH

Ho3sa (Strength):
10 mr/r
Jdexapersennas
thopaa
(Dosage formy):
Ne cepun 295944

{Batch-no.):

Pasmep cepun
{Barch size)

Hassanue w agpec npoussonmres
(Name and address of manufacturer):

Homep npoussoacreennoli Juncusun

(Manufactaring licence no.):

18720 ynakorox {items)

Jara wpowssopcrra (Dare of

manafuactire);

ogew go
(Expiry date):

Kopobre
2.5 g in tube; | tube
in carton box

09.11.2020

1172023

YPCADAPM Apunaiimurrens I'mOX, Nepmanus
{URSAPHARM Aczneimittel GmbH

Industriestrafie 35, D-66129 Saarbriicken, Germany)

PesyabTaTet apamsnsa (Resulis of analysis):

DE_SL_01_MIA 2020_0009/5000-1254002

KXapaxtepucrngsa TpeGosauus Pesyasrar
Test Specification Result

Brewnmi sug JKenrosaro-Oenag mask (B Buge HKenrosaro-Genag Maize (B BRAC

{Appearance) cycnenzuy). Mass roMOTeHHAd, MATKOH  [cvenensnn). Mass romoreHnas,
KOHCHCTEHLNY, HE CONePT MOJICCOK H IMATKOH KOHCUCTEHITHY, He
KOMKOB. CORSPHUTT NDIOCOK ¥ KOMKOB.
{(Yellowish-white suspension ointment;  (Yellowish-white suspension
homogeneous and fiee from clots and oinfment; homogeneous and fiee
Sirips, sofi consistencyy) from clots and strips; soft

consisiency)
Bsskocrs 100 - 250 mIac 144 mlta-c (mPers)
(Viscosiry) (106 - 250 mPas)

Pasmep yacTing
(Particle size)

CooTrercTryer (Corresponds):
smake 20 gacTH > 25 mxm
Make 2 gacTi > 50 Mrm

HET HacTHLL > 90 MKM

(nax 20 pariicles > 25 um
max 2 particles > 30 ym

0 particle > 90 um)

CoOTBSTCTRY T
{Corresponds)

Macca nanonsess
(Filling amowr)

Xz 2.5T (nominal: 2.5 &)

2071 ()

//7' //’///-///élfé’py/; 0508

AE2/ %




fipoaysr
(Name of producth:

JRoza (Sirengii};

Jlexaporpennag
Hoepra

URSAPHARM

Certificate of Analysis
CEPTHDHUKAT AHAJIHM3A

Unapoxoprasen-HHOT®
Hydrocortison-POS®

IKuaporopTAI0Na auerar
10 mr/r
Hydrocortisone acetate 10 mg/g

Mazp riainag
Eye ointment

Corpana upon3soguTels/
Crpaius BMHEOPTEPA
{Manujucruring couniyy/
Importing couniry):

Homep perucTpaiuoHore
CBEACTEABCTRA
(MA pumiber):

Passen 0 THE YEAROBKE
(Package size and typej:

Art-nn, 38,1368
Page 2 of'd

Pepmanus/ Yrpauua

{Germany/Ukraing)

UA/BS22/01/01

flo2.5reTyberno t
tyDe 8 Kaprouaoll

{Bosage form):

Mo cepun 209944

{Batcit-110.4.

Passiep cepun
{(Basch size)

Hazpamne § AIpec APCHIBOXH TN
{(Name and address of manufactarer):

Howmep nporisoicTsea ol JRHCHINA

{Manufaciuring Heence no.):

PeayabraThi anamauia mpodonxcenue) { Results of analysis (confinued):

18720 ynaxoBox (items)

Hara npoaspopctaa (Date of

munfacture}.

Toaen 10
{Expiry date):

kopodxe
2.5 gintube; 1 tube
in carton box

09.11.2020

F1/2023

YPCARAPM Apuaafiverrens I'mbX, Nepmanus
(LURSAPHARM Arzneimitte] GmbH

Industriestraile 35, D-66120 Saarbriicken, Germany)

DE_SL._01_MIA_ 2020 0009/5000-125#002

XapaxrepuernKa Tpebopapun PeayrpTar
Test Specification Result
Haentuguraig Rt coorBeTCTRYET CloorBercTBYET
PHAPOKODTHIOHA aHSTaTa (Rt corresponds} (Corresponds)

fldentity of hydrocortisone
acetaie)

COACPIREHHE THIPOKOPTHIOHA
averara (Content of
hvdrocortisone aeetate)

9.5 - 0.5 mgfy (mg/g)
{95 — 105 %)

9.8 Mr/r (mgiy

Tipoay Tt pAsIOIKEHIA

- FHAPOKOPTHIOH

- cymMMa npnMecedi
(Decomposition products!
- hydrocortisone

- total impurifies)

AN
b

[ e
P

Crepunssoots (Sterilityi

Crepuipno (Sterile)




Ceritifieate of Analvsis Art-no. 38.1369

CEPTHOUKAT AHAJIH3A Page 3 of 4
Tipoayer Flmpomprnaon{ioc@ Crpauna upouInoguressy Uepmanua/ Yipanna
{Name of product):  Hydrocortison-POS® Crpaua EMOCpTERA
(Manufucturing couniry/ (Germany/Ukraine)
fmporting country):
Hosa (Strength): [HAPOKOPTHIOHE ANETAT Honmep pernerpanzonnoero UA/GSZ2/01/(H
16 mr/r CBHACTRIABLCTRA

Hydrocortisone acetate 10 mg/g  (MA number):

Jlexapersennan Mass raazuan Pazmep v rHn yRAKOBKN [lo 2,5 r e 1vbe; no |
Popya Eye ointment (Package size and type): Ty0e B KApTOHHOIT
(Dosage form): kopolxe

2.5 g in tube; 1 tube
in carton box

Ne cepun 269944 Hdara npos3sogerea (Date of  09.11.2020
{Batch-no.}: riarnifacture);

Pazmep cepun 18728 yrarosox (items) Toaer o 1172623
{Batch size) (Expiry daie):

Hazsanue u axpec npoussogues YPCADAPM Apuuaitvurrens PméX, Mepmanuu

(Name and address of manufacturer):  (URSAPHARM Arzneimitte! GmbH
Industriestrafie 35, D-66129 Saarbriicken, Germany)

Homep upoussoxersennoii snmemsnn  DE SL 01 MIA 2020 0009/5000-125#002
{Manufacturing licence no.j:

Pesyunrares asanusa (npodoncenne) | Results of analysis (continued):

Xapawrepucruka Tpebonanns Pesyasnrar
Test Specification Result
MeTamnuueckue YacTuiy! B 10 ryBax make. 50 wactun = 50 mem  [CooTsetcTByet
{Absence of particle/netal He Gonpure | 1y0p1 make. 8 gactin = 50 ((Corresponds)
abrasi o WM

{10 tubes contain max. 30 particles = 50
pm; NMT 1 tube contains more than §
particies = 50 pm)

Hara ansanza (Date of analysis): 20.01.2021
YPCA®APM SAP Ne (URSAPHARM S4P no.j: Bulk 222518

5 £ P . S, %

Hara (Daie):

Menepkep 1O KOHTPOINO KauelT
(Quality Control Manager)

Hlramum (sramp)




Certificate of Analysis Art-tie, 381369

CEPTHOHKAT AHAJIH3A BRgEAaRs
IipoayxT i“ﬁ}:[_pmw;)"rmou—_ﬁ{}(?@ Corpana npouisopnTenn/ Tepmansis/ Yxpausa
(Namie of producty:  Hydrocortison-POS™ Crpans umBopTepa
(Manufacturing counivy/ {Germany/Ukraine)
Importing counfry):
Hoza (Strength): Fu/ipoKopTH3cHa ANeTAT Hosep pergeTpagHOMuore UA/GS22/01/01
10w/t CBHACTLALCTBA
Tivdrocortisone acetate 10 mg/g  (MA number):
JleRapcTnennan Maze vaasuas Pazmep u THE YHARGBRH Tlo 2.5 re1ybe no |
thopaa Eye ointment {Puackape size and fype): Tybe B KEPTOHHOH
(Dosage form): xopobre

2.5 g intube; 1 fube
in carton box

Mo cepan 259644 Iara npoussonersa (Dare of  09.11.2020
(Batch-no.}; mianufactures;

Pazatep cepun 18720 ynaxorox {items) Teaen 1o 1172023
{Batch size; {Expiry date):

Hassagmne U afpec NPOHIBOMNTENA YPCADAPM Apuuziimurrens DnoX, Nepuanan

{Name and address of manufacturery: (URSAPHARM Arzncimittel GmbH

Industriestrafe 35, D2-66129 Saarbriicken, Germany)
Homep npouisoicrsennoit msnensan  DE_SL_01_MIA_2020_0009/5000-1 254002
{Manufacturing licence no.);

3ampacuue o ceprrdmcanun (Certification statement):

DTHM # NONTBCIKAARO, YTO IpHBEAEHHAR Bbuie MH(QOPMAUMA ayTCHTHHHAT M TOMHAZ. T2 cCpHA
Ipenapara HpOM3BEACHA, BIINOYAs YHAKOBKY/MApKHPOBKY M KOHTPOIE KaUeCTsd, HA BRIIICYOMANYTOM
IPON3BOACTRE B MOJHOM COOTBETCTBHE ¢ MecTHBIME Tpebopanusyu GMP 1 cornacuo crieunduKALH,
VTECPIKNCHHOH B MMIOPTHPYIOMEH cTpane. 3anucu O TPOW3BOACTRE, YIAKORKC M PESYHHIATaX aHauusa
GEUIM H3YHEHB! ¥ IIPHA3HAHL] COOTBETCTBYIONMMH Tpeboatuam GMP.

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site in full
compliance with the GMP requirements of the local Regular Authority and with the speei fications 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.

dase dda

Hara (Date): ¢ 24 .

Hivasma (stamp)
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