JEPXIIIKCITY)XBA
JEPKABHA CJIYIXBA 3 JIKAPCHBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

Bys1. Bepesusikiscbka, 29, Kuis, 02098, Ten./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kox EIPTIOY 37079055

BUCHOBOK
IPO SIKICTL BBE3EHOT0 B YKpAiHy JiKapchbKoro 3acoly

06.05.2021 Ne 25160/21/26

PEJIO® YJIBTPA

{saltMenyBaHHA iKapchKoro 3acoGy rinHo 3 peecTpauiiiing NOCBIAMEHHAM)
cynmo3uTopil peKTaNIbHi, Mo 6 cynosuTopils y cTpumi; mo 2 crpunn B KapTOHHIN KopoOui

(dbopMa BUITYCKY, A03yBaHIis, BUJ{ TIAKYBAHHA iKapcEKOro 3acoby)

Howmep peecrpauifroro nocsipuents UA/1954/01/01 crpox aif peectpauiiisoro mocinyeHns HeoOMexeHu

Cepi nikapchkoro 3aco6y Ne 21A01 KinbkicTs BBe3eHoro jtikapcskoro sacoby 30817
Bupo6uuk IcrityTo Jle Anxeni C.p.r., ITanis
(nalimenyBanns BpoGHMKa NiKapCHKOro 3acoby, Kpaina MOXOMKCHHS)
BseseHo B Ykpainy TobapucTBO 3 0GMEKEHOIO BiANOBIIANBHICTIO "Baiiep"', inenr. xon:
22911794

(naiimerrynanns Ta koA 3a E[PTIOY ioprausHoi ocobn 460 nipi3srmie, iM's, 110 GaThKoBi QizHaHOL
oco6it - miznpuemins, if Micie NpoXUBaHHA Ta peecTpauiiHuit Homep 06Nik0BOT KAPTKH NIIATHHKA
noxarkis abo cepis T4 HOMCp nacnopra)

TlpoTokos BisyansHoro koutpomio sin 06.05.2021 Xe 1359/3.

3a pesyibTaTaMu JEPXKABHOTO KOHTPOJIO BCT3HOBJICHO, 1MO nikapcokuif  3aci6 BBeseHo B VxpaiHy 3
JAOTPUMAHHSM BUMOT 3aKOHO, 0 3a6e3MeueHHA AKocTi Jlikapcpkux 3acobis.

Muxona XOJIOOEHKO

(ininianu Ta npissuic)




Cepr.Ne21001436

Ierityre Je Awkeni C.pJL-JIox. Mpyasi 103/c-50066 Perrenno (®a)-Franis
Jlinensist a BupoGuirurTno Ne aM-81/2020 six 29/07/2020

GMP Ceprudicar Ne: IT/96/H/2020

Ceprudikar anajisy ra signosiguocri

Istifto® ™
De Angell

Hassa npenapaty: PEJII®® YJIBTPA cynosntopii Ne12 UA

Homep cepii: 21A01 Ne ananizy: 21000192 -3 -1
ApTukyn Ne: 269732 Jata pupo6uimrsea: 14.01.2021
Hauisnpoayiery cepin 033058 Tepmin npugataocri: 01/2023

Tecrona cneundiauia Ne:  p.5.1.01#011428709 Hanpykosauo: 15.03.2021
BupoOuiua cneundixauisn Ne: 32P33-Rev01-APR2014 Kon 3amoBHKa: 85252623
Peecrpauiiine nocsinyennn:  UA/1954/01/01 Cropinka: 1|
Kpaina supo6uigrsa: Iramis
Cuna pit/axrusnicts: Iinpokopruszony atcrar 10 Mr/cynosuropii, nuHky cynsdar moHoriapar | 1 Mr/cynosuropiit
Jlikapeska dopma: Cynosuropifl peiranshi ;
Posmip / Tun ynaxorkn: ITo 6 cynosutopiis y crpuni, no 2 cTpunu & ynakosui
Po3mip cepii (ynaxoBkn): 33 952
Noxasunk Cneundirauis PesynsTtar Ouinxa
Omue Bin 61iauo-6is0r0 0 CBITNO-KOBTOTO KOJNLOPY Bianosinae Cc
Henpo3opi cynosuropii ropneaononiHoi Gopmu
Cepegus maca 1900~ 2100 mr 1995 (o
Posnan He 6Ginsue 30 xB 10 C
ImenTudicanin airoyof perroBuHn:
TinpokopTusoHy anerar ITorunHoO BinmOBiNATH CTAHAAPTY Bixnosigae C
Iuuxy eynshar MoHoriApat IMoBunHO BinnmOBiAaTH CcTanUAPTY Bignosinae C
Kiaskichuii smicr:
TinpoxoprusoHy auerar 9,5 — 10,5 mr/cymosnropiit 9,6 Cc
Linnky cyasgar MoHoriapar 10,45 - 11,55 mr/cynosuropiit 10,88 C
InenTndixauis gonoMixHIX pedoBITH:
MerunnapariapokcubeHzoar lNorunno BinmoRigaTH cravgapry Bignosinae C
Tpormninnaparigpoxcubensoar Hosuuno BinNoBinaTH cranaapty Binnosinae C
BmicT KoHcepBaHTYy:
Merunnapariapoxcubensoar 0,36-0,44 mr/cynosuropiit 0,38 Cc
Iponinnapariapoxcrbensoar 0,36-0,44 mr/cynosuropiit 0,38 C
Po3icnaganHst AKTHBHHX PCYOBHH
Tinpokopruson He6inpie 0,3 % 0,1 C
Koprizon-21-anerar He 6insie 0,3 % 0,2 C
Byab-ki necneuudiuni npopykru posnany  Hebinswe 0,2 % 0,1 c
Cyma npogykTiB po3nagy He 6inswre 0,8 % 0,4 C
OaHopiaHicTb 7030BAHNX OAHHNIB:
Tinpokoprusony auerary 96,0.95,9 95,9 97,3 97,0 96,6 C
95,2 97,6 96,4 95,7
CranpaptHe Bigxunenns (STD) 0,7
Honycrime 3HaycHs (AV) 3,9
Bumoza A (n= 10)
AV<=]5,0 (K=2,4)
Bumoza B (n=30)
AV<=15,0 (K=2,0)
Koena inouesidyansna 0,75M-1,25M
CepeyHe 3HaqeHna (AVG) 96,4 -
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Cepr.N\e 21001436

Ierityro Jle Anweni C.p.JL-Jlox. Ipymani 103/c-50066 Perreano (Oun)-Irania

Jlineusist ua BupoGunurso Ne aM-81/2020 nin 29/07/2020

GMP Ceprudiiar Ne: YT/96/11/2020

Ceprudirar anasizy Ta BignoBignocTi

Hassa npenapaty: PEJIIO® YJIBTPA cynoznropii Nel2 UA ) o
Homep cepii: 21A01 Ne ananizy: 21000192 -3 -1
ApTuyn Ne: 269732 Hata pupo6unurea:  14.01.2021
Hanisnpoaykry cepist 033058 Tepmin npunarnocri: 01/2023
Tectona cneundicauin Ne:  p.5.1.01#01 1428709 HaapykosaHo: 15.03.2021
Bupo6unua cneundirauia Ne: 32P33-Rev01-APR2014 Koa samoBHIKa: 85252623
Peecrpariiine nocsigvenusi:  UA/1954/01/01 Cropitika;
1Ky eynsatr smoHorigpar 101,1 101,3 99,3 99,3 99,8 Cc

96,9 96,2 99,4 96,9 98,4

Cranpapthe siaxuncnisg (STD) 1,7

Jonycrume sHaueHHs (AV) 42 -
Bustoza A (n= 10)

AV<=15,0 (K=2,4)

Bustoza B (n=30)
AV<=15,0(K=2,0)
Koorcna indueidyansra 0,75M-1,25M

Cepennc suavenns (AVG) 98,9
Mikpo6iosoriyxa \uncroTa
3aranuHa KinbkicTh aepoGHux Gakrepii <10° KOE/r 0 C
3aranbua KinsKicrs apbxokis Ta rpubis <102 KOE/r 0 C

Kinbkicrs, aospoaena ao peanizauii (ynaxosicn): 30 817 - BCC 2171861583
3aKa0UYeHHN! Bianosinae

CepTudrikaniiiniii BHCHOBOK:

Sl 'THM caMuM 3aTBEPAKYIO, IO BHILE3A3HAYCHA Cepid HPOAYKTY BUPOOIICHA, BIUIOYAIOYM YIAKOBKY | KOHTPOME AKOCTI HA BHILC3A3HAYEHIH
BupobHuuili insuMUi B nopnil BianosinHocTi Ho BuMor GMP micuesux Perymorounx oprauis ta Crieuudixauiamu Peccpaniitnoro gocke
KkpaiHu iMmoprepa.

YnosHosaxeHa ocoba
Dr.ssa Claudia Bottalico
15.03.2021

Iepesipeso

Dr. Beatrice Nannini

15.03.2021 T
I LTI

*




04071, m.Kuis, synuin BepxHiin Ban, 6yguHok 4-B, Ten. +38044 220
lOpuanyHa agpeca: 3300

08330, Kuiscska o6n., BopucnirieCokuia p-H, C. flyaapkis, eyn.
HesanexHocrTi, 2/1

Anpeca micusi BNpoBamKeHHA AisNbHOCTI:
Ho3sin Ha sunyck (peanisauito) Ne25160/21/26

A1, YnosHoBaxeHa ocoba 3 sikocti TOB «5AVI€P», nigTeepAXYy!o, WO NiKapCbKuit 3acib:
HaiimenysanHs npoaykuii: PEINI®® YIIbTPA

Hepxasa-supobHUK: |Tanin

Homep peecTtpauiitHoro nocsigyerHs B YkpaiHi: UA/1954/01/01

Cuna pii/aktusHicTb: rigpokoprusoHy aueratr 10 wr/cynosutopiit, uuHKy cynbgar MoHorigpar 11
Mr/cynosuTopiit

Nikapcbka dopma: cynoauTopil pekranbHi

Po3mip Ta TUn nakyBaHHs: no 6 cynoauTopiis y cTpuni, no 2 cTpunut B KapTOHHIA kopobui

Homep cepil: 21A01

Poawmip cepii: 33 952 yrnakoBku

[lata supoGHuyrea: 14.01.2021

Oara 3akiHyeHHs TepmiHy npuaatHocrti: 01.2023

Data ceptudikara sikocti cepii nikapcekoro sacofy, BugaHoro BUpPOOHMKOM, ynoBHoBaxeHa ocoba fAKoro
Haaae [o38in Ha Bunyck cepil nikapcbkoro 3acoby:
Ne 21001436 Bin 15.03.2021

Homep Ta aata BUCHOBKY NPO AKICTb BEE3EHUX NiKApcbKux 3acobis:
Ne 25160/21/26 Big 06.05.2021

HaitmeHyBaHHS, MiCL|le3HaxXO[PKeHHR Ta Homep nileHsii BupobHuka, ynoBHoBaxeHa ocoba sikoro Hapae [o3sin
Ha Bunyck cepil (3a HasBHoCTI); IcTityTo [le Awxeni C.p.J1.- Nok. MNpynni, 103/c-50066 Perrenno, Itania, aM-
81/2020 Big 29.07.2020

Ceprudikaty BignosigHoCTI HanexHol BUpoBHUYO! NpakTkM BUpoGHMKA, ynoBHoBaXeHa ocoba_axoro Hagae

Z03Bin Ha BUNYyCK cepil, abo HoMepu nocunaxb y 6a3i faHux EudraGMP (3a HasisHocTi):
KomeHTapi (3a HasBHOCTI): KinbKkicmb é8eieHo20 Nlikapcbkozo 3acoby: 30 817 ynakoeox

3anBa npo Bunyck (peanisadito) cepil nikapcbkoro sacoby:
[Do3eonsio ekasaniill nikapebkul 3aclé do peanizayil. "
Mpissuye, ividianu Ta nocapa/ssaHHA ocobu, sika Buaana A03BIiN Ha Bunyck cgpil: YnosHosaxeHa ocoba 3

sikocti TOB «BAVEP» Heweper O. M. Z

MNignue ocobuy, sika BuAana Ao3Bin Ha Bunyck cepil: 0

[laTa nignucaHHs fo3BoNy Ha BuUnyck (peanisauiio): 07.05.2021 \//
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Cart, No : 21001436

Istifuto @
De Angeli
o
Isiituto De Angelf S.r.L.-Loc, Prulli n. 103/c- 50086 Reggello (F)-laly
Manufacturing Authorization N°: e-81/2020 dated 26/07/2020
GMP Cerlificate No: IT/96/H/2020
Certificate of Analysis and Conformance
Product Name: RELIEF® ULTRA 12 SUP Ukraine
Batch No.: 21A01 No. of Analysis : ©21000192-3-1
~ Article No. : 269732 Date of Manufacture : 14.01.2021
Semifinished batch 033058 Explry date: 01/2023
Printed on : 15.03.2021
Testing Spec. No. : p.5.1.01#011428709 Customer code: 85252623
Manufacturing Spec. No,: 32P33_Rev01-APR2014
Marketing Authorization No: UA/1954/01/01
Page: 1
- Test
Specification Result Evaluation
Manufacturer Country: italy
Strength/Potency:
Hydrocortisone acetate 10.0 mg/suppository;
Zinc sulfate monohydrate 11.0 mg/suppository
Dosage form- rectal suppository
Package size and type: 6 supp. in strip, 2 strips in pack
Batch size (pcs)
33952 -
Appearance
Torpedo shaped suppository,from pale-white to light yellow, Conforms c
opaque
Average weight
1900 - 2100 mg 1995 c
Disintegration time
<= 30 min 10
Identification
Hydrocortisone acetate
Corresponding to standard Conforms

Zinc sulphate monohydrate
Corresponding to standard Conforms

Methyl parahydroxybenzoate
Corresponding to standard Conforms C

Propyl parahydroxybenzoate
Carresponding to standard Conforms c




Cert. No : 21001436

Istituto ®

De Angeli
Istituto Da Angell S.r.L.-Loc. Prulll n, 103/c- 50066 Reggallo (FI)-ltaly
Manufacluring Authorizatlon N°: aM-81/2020 dated 2007/2020
GMP Cerllflcate No: IT/06/HI2020
Certificate of Analysis and Conformance
Product Name: RELIEF® ULTRA 12 SUP Ukralne
BatchNo.: 21A01 No. of Analysls : 210001923 - 1
Article No. : 269732 Date of Manufacture : 14,01.2021
Semifinished batch 033058 Explry date: 01/2023
Printed on : 15.03.2021
Testing Spec. No. : p.5.1.01#011428709 Customer code: 85252623
Manufacturing Spec. No.:  32P33_Rev01-APR2014
Marketing Authorization No: UA/1954/01/01
Page: 2
Test
Spaclficat] Result Evaluation
Assay
Hydrocortisone acetate
9,5~ 10,5 mg/supp 9,6 c
Zinc sulphate monohydrate
10,45 - 11,55 mgfsupp 10,88 c
Preservative content
Methyl parahydroxybenzoate
0,36 - 0,44 mg/supp 0,38 C
Propyl parahydroxybenzoate
0,36 - 0,44 mg/supp 0,38 c
Active Ingredlent decomposition
Hydrocortisone
<=03% 0.1 Cc
Cortisone 21-acetate
<=03% 0,2 c
Any single unspecified degradation product
<= 0,2 % 0|1 c

Total degradation products
<= 0,8 % 0)4




Cort. No : 21001436

Istiluto De Angell S.r.L.-Loc, Prulli n. 103/c- 50066 Reggello (Fl)-aly
Manufacluring Authorizatlon N°; aM-81/2020 dated 20/07/2020
GMP Certificate No: iT/86/H/2020

Istifuto @

De Angeli
- e

Certificate of Analysis and Conformance

Product Name: RELIEF® ULTRA 12 SUP Ukraine

BatchNo.: 21A01

No. of Analysls : 21000192-3 - 1

Article No. : 269732 Date of Manufacture : 14.01.2021
Semifinished batch 033058 Expiry date: 0172023
Printed on : 15.03.2021
Testing Spec. No. : p.5.1.01#011428709 Customer code: 85252623
Manufacturing Spec. No. :  32P33_Rev01-APR2014
Marketing Authorization No: UA/1954/01/01
Page: 3
Tost
Specification Result Evaluation
Uniformity of dosage units
Hydrocortisone acetate
96,0 95,9 85,9 97,3 97,0 96,6 95,2 97,6 C
96,4 95,7
Hydrocortisone acetate
07
(STD)
Hydrocortisone acetate
39 -
Requirement A {n = 10)
AV<=15.0 (with K = 2.4)
Requirement B (n = 30)
AV<=15.0 (with K = 2.0)
Each individual Is 0.75M-1.256M
Hydrocortisone acetate
96,4

(AVG)

Zinc sulphate monohydrate

Zinc sulphate monohydrate
(STD)
Zinc sulphate monohydrate

Requirement A {n = 10)
AV<=16.0 (with K= 2.4)

Requirement B {n = 30)
AV<=15.0 (with K = 2.0)
Each Individual Is 0.75M-1.25M

101,1101,3 99,3 69,3 99,8 96,9 96,2 99,4 c
96,9 98,4 e VxR u};,;., :
TR a0

1.7 e




Cort. No : 21001436

Istifuto®
De Angeli
-
Istituto De Angeli S.r.L.-Loc. Prulll n. 103/c- 50066 Reggelio (F1)-llaly
Manufacluring Authorization N°; aM-81/2020 dated 29/07/2020
GMP Cerliicats No: IT/96/H/2020
Certificate of Analysis and Conformance
Product Name: RELIEF® ULTRA 12 SUP Ukraine
BatchNo.:  21A01 No. of Analysis : 21000192-3 -1
Article No. : 269732 Date of Manufacture : 14.01.2021
Semifinished batch 033058 Explry date: 01/2023
Printed on : 15.03.2021
Testing Spec. No. : p.5.1.01#011428709 Customer code; 85252623
Manufacturing Spec. No. :  32P33_Rev01-APR2014
Marketing Authorization No: UA/1954/01/01
Page: 4
Test
Specification Result Evaluation
Zinc sulphate monohydrate
98,9
(AVG)
Total aeroblc microbial count . ,
<= 1000 cfu/g 0 C
Total combined yeast/moulds count
<= 100 ¢fulg 0 C

A \[ %P Z;g';, M 2
e e




Cert. No : 21001436

Istituto ® >

De Angeli
Istituto De Angell S.r.L.-Loc. Prulli n, 103/c- 50066 Reggello (F1)-Haly
Manufacturing Authorization N°: aM-81/2020 daled 29/07/2020
GMP Cattificate No: IT/96/H/2020
Certificate of Analysis and Conformance
Product Name: RELIEF® ULTRA 12 SUP Ukraine
BatchNo.: 21A01 No. of Analysis : 21000192 -3 - 1
Article No. : 269732 Date of Manufacture : 14.01.2021
Semifinished batch 033058 Expiry date: 01/2023
Printedon: 15.03.2021
Testing Spec. No. : p.5.1.01#011428709 Customer code: 85252623
Manufacturing Spec. No.: 32P33_Rev01-APR2014
Marketing Authorization No: UA/1954/01/01
Page: 5
Test
Specification Result Evaluation

Batch quantity released (pcs) : 30817 BCC 2171861583

Evaluation ; Conforms

Certification statement:

| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full

compliance with the GMP requirements of the EU, and with the requirements of the Marketing Authorisation of the
destination country.

Istituto De Angell s.tl.

Qualified Person: /Rl rson
Date: =
Dr358'Clautia Bottalicc
(/03] 25

Batch Review (Pharmaceutical Release Dept.): Dr. Beatrice Nannini

*o* End of Report ™***
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