JIEPKABHA CJY/KBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTUKAMMU V KHIBCHLKIN OBJACTI

nipos. Caitmusoi Hanii, 3, M.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
npo SKiCTHL BBe3eHOTo B YKpAiHy JIKapChKOro 3aco0y

19.01.2026 Ne 1076/26/10

EJIIIPOB

(HaiiMeHyBAHHSA AiKapcLKOro 3aco0y 3TiAHO 3 peccTpaliitHuM NoCBieHIsIM)
po3uun puist in'exuii, 15 mr/1,5 ma; mo 1,5 ma B aMmyJii; mo 5 amnyJs1 y KOBTYpHii JapyHKOBii
ynakosi; 110 1 KoHTypHiil YapyHKoBii ynaKoBui B KapTouniil nayui

((opMa BUITYCKy, LO3YBALILL, BU NAKYBaHI JiKapeLKOro 3ac06y)
Homep peectpaniitnoro nocsizsenns UA/20650/01/01 erpox aii peecrpavifinoro nocsiuenns 31.10.2029
Cepis nikapeskoro 3acoby Ne 25072921 Kinbkicts aezenoro aikapeskoro sacoby 18077

Bupobuuk K.T. POM®APM KOMIIAHI C.PJL., Pymynis

(naliMenyBanns BupoGHIKa fikapchkoro 3acoby, kpaina [IOXOILKEHHA)

Baeseno B Ykpainy TosapucTso 3 o6MesKkeH o010 BianosinaabHicTIo "byTiKoBa
dapmanesTuyna komnanis "CAJKOTAPIC", inent. xon: 43083635

(aiimenysanns ta ko 3a €JIPTIOY ropuandrol ocobr aBo npizsiile, in's, 1o 6arbkosi Gisuinol
ocoH - nianpHemis, il Micue NPOKWBAHHS T4 peecTpauiiinuii nosep o0IKOBOT KAPTKH IUIATIHEE
nopatkis abo cepis Ta HOMEP racnopta)

TpoToko Bisyansroro kontpoo sig 15.01.2026 Ne 0045/2.

3a pesynbraTamMd  IEPHABHOTO KOHTPOMW  BCTAHOBACHO, 1O nikapchkuit  3acié  Bpeseno B YkpaiHy 3

JOTPHUMAHHAM BHMOT 3aKOHOJABCTBA LIOAO 3abesniedenHs SKOCTI TiKapeskux 3acodin.
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e +4(021) 350 4640,
Fax: +4 (021) 3504641, E-mail: offi

S.C. Rompharm Company S.R.L. - Romania, fifov, 76100 Otopeni, Sir. Eroilor, Nr. 1A.
T . Cut RO 14399546. RCf J23/1321/20Q{l

CONFORMITY CERTIFICATE / CEPTUO®IKAT BIAMOBIHOCTI

Nr Ne: V2

Product name:
Halimenyeanms npooykyii:

ELIPROB, solution for injection, 15mg/1,5 ml,1,5 mlin

ampoule, 5 ampoules in blister; 1 blister in cardboard pack
EJIITIPOB, posuun 0as i ‘excyitl, 15 m2/1,5 Mn, 1o 1,5 a1 6
amnyi, no 5 awnyny KONIMYPHITH NapyHKOBIT YHAKOBYL; NO

| KOnTypHIt YapyHKoBiT YHaKoGyi 6 KapmonHiti navyi

Strenght/potency 1,5 ml solution
Crnad 1,5 mn posuuny:

Meloxicam 15mg
Meaoxcuxam 15 me

Excipients
Honomigicui pedosunu:

Meglumine, Glycofurol, Poloxamer 188, Glycine,
Sodium chloride, Sodium hydroxide solution [M, Water
for injections

Meznioain, 2nixoypo, noaoxcaxep | 88, aniyun, HAMpPiio
XA0pUQ, POUUH HAMPIIO xaopudy M. goda Oast in ‘exyin

Country of manufacture:

Romania

lepocasa-gupobni: Pyyyuis
Registration certificate number: UA/20650/01/01
Honep peccmpayitino2o noCioueHia.

Potency/activity: 15mg/1,5 ml

Cuna Oil/armUGHICINb.

15 m2/1,5 ma

Medicinal form:
Jixapcera opma:

Solution for injection
Pozuun Oast i exyiil

Size and type of packaging:
Posmip ma mun nakyeanus.

1,5 ml in ampoule, 5 ampoules in blister; | blister in
cardboard pack, in a carton box with text in Ukrainian
language

1,5 »n 6 amiyii, no 5 aMnyiy KoHmyPIitl YapyHKosii
ynaxoeyi; no 1 KOHIYPHITI 4apynKoGii ynaxosyli ¢
KapmOHHIt Nyl 3 MAPKYGAHHSAM PRPATHCHROIO MOBOIO

Internal code
Buympiwniii K09:

345630800

Importing country
Ivopm 00 kpainu:

UKRAINE
VKPAIHA

MAH SALUTARIS BOUTIQUE PHARMACE UTICAL, LLC
3asenuk: TOB "BEDK "CAIFOTAPIC"
b 25072921
Homep cepit:
Quantity certified/ released: .
‘ . , o 18112
Saeanvra cepmudixosana/Gunytyend KibKicnts
Quantity for sale/distribution: 18077
Kinwiicme ns. npodasiey/oucinpudyyii:
Date of prociuctnon: 05.2025
Hama gupodnuymea.
Expiry date: 05.2029

Jama 3axinuenns cmporxy RPUOAMHOCHIL:

Names, locations:
Haiimenyeanis, MiCyesHaxo0dICenHs.

S.C. ROMPHARM COMPANY S.R.L. Eroilor str. No 1A,
Otopeni city, 075100, county JIfov, Romania - building

Rompharm 1 and Rompharm 2
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§ SO ISR TITIAN NS
% Tel: +4 (021)-350 46 40; 300 77 80; w0778 Ry S.C. Rompharm Company S.R L. - Romania, fifov, 75100 Otopeni, Str. Ercilor, Ne. 1A,
| Fax. +4(021) 3504641, E-maik offce@rompharm. o .. GUERO 14300646, R: 2013242004 e

K T. POM®APM KOMITAHI C.P.JI. syn. Epoinop NolA, .
Omoneitw, 075100, okpye Ighos, Pyaryuis - byoiais
Posihapm 1 i Pomdpapy 2

License numbers of all production sites and quality 1F
control sites:

Homepu niyensiii 6¢ix ioHuyb 3 6UpOOHUYIMGEA ma
KOHMPOIIO AKOCMI

GMP Certificate(s) No for the manufacturing and 018/2025/R0O; 651/2025/C-1560-25
control sites

Cepmucpixam(u) GMP Ne na gupobiriux Oiisiikax
ma KOHMPOMOo:

Certificate of analysis No./date attached: 2921 -05.01.2026
Cepmugpixam ananizy No/oama:

Manufacturing X
Bupobuuymaso
Primary packaging X
Stages confirmed Tlepsunne narxyeanis
3amaepdoiceni npoyecu Secondary packaging X
BroprHHE MTaKyBaHH1
Product quality control X
Koumpoas sikocmi npodykyii

Certification Statement: | hereby certify that the above information is true and accurate. This batch of products is
manufactured (including packaging and labelling) and has undergone full quality control at the above production
site in full compliance with GMP requirements established by the local regulatory authority, as well as in
accordance with the Registration Dossier Specifications. Manufacturing, packaging and analysis protocols have
been verified and found to be GMP compliant.

3anea npo cepmuddiranito: L{um s 3ac6i0UYI0. W0 3G3HAYCHA BULle inghopaayis € QOCMOGIPHOIO | IMOUHOIO. La
cepist nPOOYKYIT 6UOMOGREN (BKIOUWONU YRAKOCGYSANHA Ml MAPKYSanHs,) | nPOGEOCHUT NOGIUL KOHNPORL 17
socmi Ha GUIEGKA3itl GUPODHUYTT QIAsHIfL 6 noanii gionogionocmi 3 gumoeavu GMP, yemanogienumu
MICYeaUM PeYAINOPHUM OP2AHOM, d MAKONC Y gionogionocmi 3i Cneyudbixayistvu peecinpalfiunozo QOCHE.
Ipomoxkonu ¢upodHUYINGA, YNaxKoGyeans ma aHani3ie GYRo nepesipeHo ma 6CMaH06AeHO gionogionicnmu GMP

Surname and position/title of the person who issued the Cristina Mihai
permission to release the batch: Qualified Person
Ipissuue, nocada 0cotU, SKG GUOGAU QO3BIN HA GUITYCK Vnoeunosaoicena ocoda
cepil;

Signature:

Hionuc:

Date of signature:
Hama nionucy.

Stamp:
Ievamxa:
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Tel +4 (021) 350 46 40; 300 77 80; 300 77 81
Fax: +4 (021) 3504641. E-mail. office@rompharm.ro

T $.C. Rompharm Gompany S.R.L. - Romania, ifov, 75100 Otopeni, Str. Eroilor, Nr. 1A,

.

T _ CUL RO 14399646, RC: J23/1321/2004

Certificate of analysis for finished product no. 2921
Cepmudpixam ananizy xinuegozo npenapamy Ne 2921

Form code Koo doxymenmy: CC-F-
139

Product ELIPROB, solution for injection, 15mg/1,5 mL1,5 ml in
Ipenapam ampoule, 5 ampoules in blister; 1 blister in cardboard pack
EJIIITPOBL, po3zuun onn in'exyii, 15 me/1,5 mn, no 1,5 mi ¢
amnyii, no 5 amuyn y Koumypuii wapynxosii ynakoeyi; no 1
KOHMYPHIll YapyHKosill ynaxosyi ¢ kapmonniii nauyi
Batch 25072921
Cepin
Manufacturing date 05.2025
Hama supobuuymesa
Expiry date 05.2029
puoamuuii 0o
Manufacturer S.C. Rompharm Company S.R.L., Romania
Bupodnux K.T. Poschapm Kovmani C.P.JL, Pyryynis
No Characteristics Acceptance limits Control methods Results
Ne | Halinenyeanna Roxazuura Honycmumi ysedci Memoou konumpoaro | Pesyavmamau
Clear solution, yellow with green tint, Visual control
. ractically free of particles Bisyanvuuii .
L. Appearance of solution p . Y P o ) ) Complies
A IIpo3zopuii po3vun JICOBIO20 KOALOPY 3 KOHIIPOIIb o
3osninnii guzano posuuny | pa . Bionogidae
3CNCHYBAIMUM GIONTHKOM, NPAKINUYHO n.1 QCM
8iNbHUY 80 HACOK MKA
Zs Ph. Eur. 2.9.20
Visible particles Free from visible particles n.2 QCM Complies
Buoumi wacmiu He micmunb suUOUMUX 4ACINOK MES Bionosidae
Esp. Papar. 2.9.20
Yellow with green tint (not more Complies
3, intensely coloured than reference Ph. Bur. 222 Bionogioae
Colour solution GY 1) Kogmuir i3 n.3 QCM
Konip 3eNCHYEAMM GIOMIHKOM (He Binviu MK
inmencugno sabapeienuil, nise €ep. Dapm. 2.2.2
cmanoapmuuit posuun GY))
Clear solution (not.more opalescent Ph. Eur. 2.2.1 Complies
4, . than reference suspension I) ) P Bionogidae
Clanity Tiposopuii pozuun (ne dinviu A QEM
IIposopicmes P p ! N ) MK
OHAAECYCHIMAHUT, HIJC CINAHOAPIMHQ .
L Eap. Dapar. 2.2.1
cycnensis )
Ph. Eur. 2.2.3
1.5 QCM
5. | pH 8,0-9,0 e 8,5
P 09, MEST ’
E€ep. Papy. 2.2.3
Not more than 6000 > 10 um :
He Gim zuecé()(}() )0;1/:‘ )(:w B ol 229, 19
Sub-visible ot POSMIPO; 1.6 QCM 647
particles/ampoule X MEKST
6. . Not more than 600 = 25 wmn . ,
Heguoumi vacmruw/amnyay o . Eop. Dapar. 2.9.19 3
; He binvue 600 posmipoam ,
: ' Memod 1
> 25 Mrm
. Ph. Eur. 2.9.17 Complies
7 Extractable volume Not less than 1.5 ml / ampoules -Omp "
y . n.7 QCM Bionosidae
06’°em, uio sumszaentocs He menwe 1,5 ma/annyny MEKST
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| Tol: +4 (021) 350 46 40; 300 77 80; 300 77 81
Fax; +4 (021) 3504641, E-mail: office@rompharm.o

mig,
e

. 3.C. Rompharm Company S.R.L. - Romania, Iifov, 75100 Otopeni, Str. Erailor, Nr. 1A.
T CUL RO 14399646, RC: J23/1321/2004

Certificate of analysis for finished product no. 2921
Cepmughixam ananisy Kinyeso20 npenapanty Ne 2921

Form code Koo ooxymenmy: CC-F-

139

Hupexmop Konmponio Axocnii

Jlozoany Panyxa

Product ELIPROB, solution for injection, 15mg/1,5 ml,1,5 mlin

Hpenapam ampoule, S ampoules in blister; 1 blister in cardboard pack
EJIITPOB, posuun Ons in'exyiit, 15 m2/1,5 mi, no 1,5 mn e
amnyai, 1o S amnpi y KOHHPHIA wapynrogii ynaxoeui; no 1
KOHMYpHIlE wapyHKOGIIL yRAKOGYT 6 Kapnionitill naviyi

Batch 25072921

Cepin

Manufacturing date 05.2025

Mama gupobnuymeda

Expiry date 05.2029

Hpudamnuii 0o

Manufacturer S.C. Rompharm Company S.R.L., Romania

Bupobnux K.T. Pomgpapm Kovmani C.P.JL, Pyxynis

Bacterial endotoxins NMT 300 EU/ampoule (NMT 200 Ph. Eur. 2.6.14
1 Baxmepianoni EU/ml) niz QCM _Complies
* | enQomorcuriu He 6invute 300 MO/axnyny (He MK Bionogioae

Ginvute 200 MO/mn) €ep. Dapm. 2.6.14

product complies to specification requirements

Kinuesuii npenapam gionosioae sumozam cneyudirayii

Quality Control Director Logofatu Raluca Jata

05.01.2026

ND - not detected
DL - disregard limit
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