JEEPXCTIKCITY KBA
JEPXKABHA CJIYKEBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJTIO 3A

HAPKOTHKAMMU Y KHiBCBKIN OBJIACTI

npocniekT Banepis Jlo6anoscskoro, 51, m. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Koz €JIPIIOY 37078774

BUCHOBOK
Npo SIKiCTh BBe3eHOro B YKpaiHy JlikapchbKoro 3acoGy
.11.07.2022 Ne 25786/22/10
CTAYPYM

(HaliMeHyBaHHs TiKapChkOro 3aco6y 3rifHo 3 peecTpaliiHuM NOCBiTICHHAM)
po34HH e iH'exuiii, 200 Mr/2 mu; no 2 ma B amnyuti, o 10 aMIyJl B KapTOHHIH mayuni

(dopma BrmycKy, 03yBaHHA, BUJ aKyBAHHS JKAPCHKOTO 3acoby)
Homep peecrpauifiroro nocsimuenns UA/18601/01/01 crpox nii peectpaniitroro mocsimzernns 11.03.2026
Cepisa nixapcexoro 3aco6y Ne 2200211 Kinbkicts BBE3eHOTO nikapcbkoro 3acoby 13427

Bupo6uux K.T. POM®APM KOMIIAHI C.P.JI., PymyHis

(HaitmenyBanns BUpoGHHKa NikapchKoro 3aco6y, kpaina TIOXOIKCHHA)

BaeseHo B Vipainy Tosapuctso 3 o6Mesxkenoo Bianorizansnicrio "®OPC-OAPMA
JUACTPUBIOIIH", inenr. xox: 41941076

(naliveryBanns ta kog 3a €JIPTIOY ropumuaHoi ocobu abo TIpi3BHINE, iM'd, M0 6aTbKOBI
dizuanol 0co6M - miaNprEMLY, Ti Micte npoxuBanHS TA peecTpauiiinuit HoMep o6TikoBoT
KapTKH YIIATHHKA NIOAATKIB 260 cepist Ta HoMep nacnopra)

IlpoToxon sizyansHoroe kourpomo six 07.07.2022 N 1619/4.

3a pesyneTaTaMu JIEpXKaBHOTO KOHTPOMIO BCTAHOBIEHO, IO nikapcekuif  3aci6 BBeseHo B Vkpainy 3
AOTPHMAHHSM BUMOT 3aKOHOZABCTRA LIOAO 3a6e3neYeHHs IKOCTi JKapCBKHUX 3aC06iB.
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Tok: +4 (021) 350 46 40; 300 77 80; 300 77 81
Fax: +4 {021) 3504841, E-mai: office@romphamn.ro

CUL RO 14308645, RC: J23/1321/2004

™~

$.C. Rompharm Company 8.8, - Romania, ifov, 75100 Olapeni, Str. Erodlr, Nr. 1A,

Certificat de analiza pentru produs finit nr. 2200211

Cod formular Kod doxymennty:

Cepmudbixam ananizy Kinuesozo npenapamy. 2200211 CC-PelibCA-1431 F1_ed.3rev.l

Produsul Hpenapam Staurum solutie injectabild 200 mg/2ml; a cite 2 ml in fiole, cte
10 fiole in cutie
Cmaypym pozuun o in'exyiii, 200 m2/2 ma; no 2 .un ¢ axnyni,

1o 10 avnyn 8 kapmonniii navyl -

Cod intern Buymphuniii koo 345570600

Seria de fabricatie Cepin 2200211

Data fabricatiei Jama supobuuymea | 01.2022

Data expirarii Hpudamuuiioo 01.2025

Produciitor Bupobrux

§.C. Rompharm Company S.R.L. K.T. Pomgpapm Komnani C.P.JI.

Nr
Ne

Caracteristica
Xapaxmepucmuru

Limite de admisibilitate
Meowi ponycmusocmi

Metode de control
Memoou xonmponio

Rezultate

posnicruysannro sionogidamu
ocrosHil naami na
enexmpodopezpami GCHOEHO2O
CManOAPMHO2Q POTHUHY

B) tx;res = ( trret=0,5) x61mun
(minute)

Ph.Eur.*, 2.2,29,
metoda HPLC

p.8 MCC
€ep.D.*2.2.29,
Memoo BEPX, n. 8
MKA

Corespunde
Bidnesidae

Dozare. Condroitini
sulfat de sodiu
Kimxicne suanavenns.
Xonopoimuny
cynegpam nampio

11900 -210,0 sr(emg)/2 wen(enl)

Ph.Eur.*, 2229
metoda HPLC
p.9MCC
Eep.D.*2.2.29,
memod BEPX n. 9
MK

10

| Identificare alcool
benzilic

Denmugpirayia
Gensurosoeo crupmy

"A) Timpul de retenfie al

| xpomamozpami

picului
principal in cromatograma solutiei
test, obfinute in cadrul testului

«Dozare», trebuie s3 corespundi
 timpului de .retentie al picului

alcoolului benzilic in cromatograma
solufiei de referintd

- Yac ympumyegrna ocrogHoz0 nury

Ha xpomamozpami eunpobyeanozo
Poauuny, ompumancl e mecmi
«Kimricne  eusnauenns», mae
eidnogidamu vacy ympumyeanns
niky Oeusunoeozo cmupmy ua
CMandapmno20
po3UHY.

B) Spectrul UV, inregistrat la
indlfimea maximi a
principal in cromatograma solutiei
test obfinute in cadrul testului
«Dozare» trebuie sk corespundi
spectrului UV al solutiei de
referinfd, inregistrat in conditii
similare

Y®-cnexmp, anamuii y eepzawft
OCHOBHOZ20 niKy Ha xpomamozpami
8unpobyeanoeo posvaty,
ompusanci & mecmi «Kinsxicne
SUIHAHEHNRY, NOBUHER 8iOnosidamu
Y-cnexmpy CMAROApMHO20
DO3YuRy, 3HAMOMY 6 Mux dice
ymaoeax

picului

Ph.Eur.*, 2.2.29
metoda HPLC

p.10MCC

Eap. @.*2.2.29,
memo0 BEPX, n, 10
MKA

Ph.Eur.*, 2.2.29
metoda HPLC

p.10 MCC
€op.D.*2.2.29,
memod BEPX, n. 10

Corespunde
Bidnosidae

Corespunde
Bidnoeidac

213
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Tol. «4 {021) 350 46 40; 300 77 80; 300 77 8
Fax: +4 {021) 3504641. E-mall: offico@rompharm.io

S.C. Rompharm Company S.R L. - Romaria, oy, 75100 Otopeni, S, Eroilor, Nr, 1A.

. CUl: RO 14399646, RC: 1231132112004

Certificat de analiza pentra produs finit nr, 2200211
Cepmugiram ananisy kinuesozo npenapamy. 2200211

" Cod formular Koo doxymenmy:
CC-PelibCA-1431 F1_ed.3 rev.1

Produsul Ipenapam Staurnm solutie injectabild 200 mg/2ml; a cite 2 mi in fiole, cite
10 fiole in cutie
Cmaypym pozuun ons in'exyisi, 200 m2/2 mn; no 2 mn 6 amny,
no 10 amnyn e kapmonnii navui

Cod intern Buympianiti koo 345570600

Seria de fabricatie Cepin 2200211

Data fabricatiei Jama supobruymea | 01,2022

| Data expirarii Hpudamnuii do 01.2025
Producitor Bupobnux S.C. Rompharm Company S.R.L. K.T. Pompapm Komnawi C.P.JI.
Nr Caracteristica Limite d¢ admisibilitate Metode de control | Rezultate
N Xapaxmepucmuxu Meori donycmumocmi Memodu xoumponse | Pesyavmamu
11 | Dozare alcool benzilic ' Ph.Eur.*, 2.2.29
Kinvxicne eusmavennn. metoda HPLC
Bensunosuii cnupm 22,0 - 26,0 ur(mg)/2 wn(ml) | 511 MCC 248
; €op.D.*2.2.29, ’
memod BEPX, n. 11
MKA
12 | Substante inrudite Ph.Eur.*, 2.2.31,
chimic; Maxim 2% metoda electroforezi
orice impuritate He Ginvuse 2% p-12MCC ND
necunoscuti €op.P.*2.2.31, He saxaneno
Cynymui domimru: MEMBO
6y0b-AKa Hegidoma enexmpodpopesy, n.
Odomiwra . ’ 12 MKA
13 | Sterilitate Produsul trebuie s# fie steril Ph.Eur.* 2.6.1,
Cmepunsricme IIpenapam nosunen Gynmu p.13 MCC Steril
CMEPURLHUM Cap.P.*2.6.1, . 13 Cmepumsyo
14 | Endotoxine bacterinere Maxim 150 EU/ml Ph.Eur.*, 2.6.14,
Baxmepianeni He Ginvwe 150 EO/mn p.14 MCC <150 EU/mil
eROOmOKCUHY Cep.P.*2.6.14,n. 14 | <150 EO/un
Produsul finit corespunde prev r spect Dy
Kinuesuii npenapam cionosiolfty ne sigmagioae élozam cnexugpivauii
Director Controlul Calitatii cﬁ of i
| Hupexmop Konmpono Sk ) E
*editia curenta L SN
M )
diroue GudanHs ‘?’4899“ <

3/3




Nr Mg V4
Produsul llpadyrm:

w.!f, -no 10 wmgyz é a'apu f&"@{
Cmpozme per 1 ampule Cierad w1 —

Substanta activa  Jhiona pevostg; WWW&WMW
Xaaapomwgs &;mqu mwﬁaw w

Excipienti  Jonosixeni pevoeunus Alml bamiw

pozun xiopuc mmemm«m@minmiu o

Cod intern' Buympluantii xod: 345570600

Tara importatoare Iwnapi do xpetiu: UCRAINA YRPATHA ,

DAPP - Janumu: LLC "FORCE-PHARMA DISTRIBUTION™, Joreing
7 O&WPC~@JJ’MWPHMH# Yapah:

Autorizatie de punere pe. pxm nr chcmx;iw:e nocsiduennr ¢ xpaini UA/&SWI/Q!XG?
HpusHaveRIR No:

Seria Cepia: 23@211

Data fbricatiel Juma supofummnien: 012022

Data de expirace Tepaiy spudamsocmi; 01.2025

Cantitste totula certificate/ dibm Sagarvna xizpkioms ; 13439

supobinaymen:

Canum;mhuwmwmm’buﬁ&x Soepuiiilin 13427

Adresa locurilor de fubricatia'si contyol mdmejapm 8.C. Romparm Comypariy 8. R L. Erailorste. No. 1A, Otopeni city,

ABMOPUILPOSE V...;ﬂ:?twmdvxupaﬁmmiwmm 475100, county Iffov, Romsnis
KT. Powpapm Komnani CPJL. e Epaiiop M 14 s
Omonens, 073100, onpye Lyghoe, Pysywin

Autorizatie de Fabricatie nr Hisenziz o2y Bisswuyp oupobuymeai  IF

xaxmpm/*a

? it(e) GMP nr pentru locurile de Tabricatie si conteol Q257202 1IRO, Q2672021/RO, 312020/C-610

Cepmupixam(u) GMP dan disswys oupobiniuias ma xanmpono N

c ml;\demnumxmm Hopgp ma damy cepmudivema 3200211 127062022

AW

Cornentarii /Observatit/ Deaviatii Komenmapty
B NCE i Bz‘&xmem

mmumﬁnﬁmwk&wmmww exacte. rmmdem;kmmmmm,mm
'aammmawmuammmm mmmhw (locurile) menpionat {e) in deplind conformitate eu
UB[ﬁandsenﬁummjnmc&m&lemﬂmwwmﬂmwmmm&m egistilril

' __.amba!msirzmmamﬁmaufmmummmmmcimpmm

Lpum saceidsyro, wo anupeskasana ingoprayin ¢ docmosipioie ma mounvio. Vei. emary supobruipnea yiét napmiti
BRMBUAROUL INAROERY / MBPRISQINR mmwmmi, Eymwdzm HA BUITIHINENE GIRBNUYAX Y RosHid aionosiduiem] ¢
WGM?&C[&Memﬂﬁmmm Aocue Kpabi /Xpaly nEUIHTHENIR, ﬁm& HPOGNLYMOR, IERIOGHN
ma auarisis Gyro nepesasymo ma ecmanoaeno cidnosionicnts GMP.
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JEPXJIKCIIYXBA
JAEPKABHA CJIIYXBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKIH OBJIACTI

mpocrekT Banepis JlobaHoBcekoro, 51, M. Kui, 03110, Ten/taxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPTIOV 37078774

BUCHOBOK
Ipo AKICTh BBe3€HOr0 B YKpaiHy JikapchKoro 3aco6y

27.01.2023 Ne 2535/23/10

CTAYPYM

(HaliMeHyBaHHS JIiIKapChKOTO 3acofy 3Ti{HO 3 peecTpauifHUM MOCBiIEHHAM)
po34uH Mt in'ekniii, 200 Mr/2 mui; no 2 ma B amny.ii, no 10 amnys B KapToHHIH nmavni

(¢dopma BHITyCKy, HO3YBaHHSA, BHI NaKyBaHHA JiKapchkoro 3acoby)
HoMmep peectpauitinoro nocsimuenns UA/18601/01/01 crpox xii peecrpauitinoro nocsimuenns 11.03.2026

Cepis nikapcrkoro 3acoby Ne 2217161 KinbxicTs BBE3eHOTO Jikapcbkoro 3acoby 13202

BupoGHuk K.T. POM®APM KOMITAHI C.P.JI., PymyHis

(naliMeHyBaHHA BUpOGHUKA JiKapchKoro 3acofy, KpaiHa IOXOIKEeHH)

Baeseno B Ykpainy ToBapucTBo 3 o6MexeHol0 BignoBinaabHicTio "®OPC-OAPMA
JUACTPUBIOIIH", izenr. xon: 41941076

(naiimeHyBanHs Ta koA 32 €JIPTIOY woprandsoi ocoGu abo mpispHine, iM'a, o 6aThkoBi
disuanoT 0co6H - MiAMpHEML, il MiCLle IPOXHUBaHHA Ta peecTpalliiinuii HoMmep o6nikoBol
KapTKH TUIATHUKA TIOJATKIB a60 cepis Ta HOMEp Nacnopra)

Tporokoux BisyansHoro kourpomo six 24.01.2023 Nz 0163/8.

3a pesynbTaTaMH JepXABHOTO KOHTPOMIO BCTAHOBJIEHO, IO Jikapchkuii 3aci6 BBeseHO B VYkpaiHy 3

JAOTPHUMAHHSAM BHMor 3aKOHOAABCTRA OO 3a6e3redeHHs AKOCTi JlikapchKUX 3aC06iB.

/

{nizroc)
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Tol: +4 (021) 360 46 40; 300 77 80; 300 77 81
Fax; +4{021) 3504641, E-mal: office@rompherm

$.C. Romphamm Company S.R L. - Romania, oy, 75100 Otopeni, Str. Erollor, Nr. 1A,

CUL: RO 14390646, RC: J23/1321/72004

Certificat de analiza pentru produs finit nr. 2217161
Cepmudpixam ananizy xinyeeozo npe.

, 2217161

Cod formular Koo doxymenmy:
CC-PelibCA-1431 F1 ed.3rev.l

Produsul IIpenapam Staurum solutie injectabili 200 mg/2ml; a cite 2 ml in fiole, cite
10 fiole in cutie
Cmaypym po3uun ons in'exyiil, 200 m2/2 mn; no 2 mn ¢ amnyJi,
no 10 amnyn ¢ kapmonnid nauyi

Cod intern Buympiwuniti koo 345570600

Seria de fabricatie Cepin 2217161

Data fabricatiei Jama supobnuymsa | 11.2022

Data expirarii Hpudamnuii do 11.2025

Producitor BupoGrnux

S.C. Rompharm Company S.R.L. K.7. Posgpapm Komnani C.PJ.

Nr Caracteristica Limite de admisibilitate Metode de control Rezultate
Ne Xapaxmepucmuxu Mexci donycmumocmi Memodu konmponwo | Pesyrsmama
1 | Aspect Solutie slab gilbuie, limpede, | Metoda vizuald
Onuc *Practic lipsitd de particule vizibile | Ph. Eur.*, 2.9.20,
Bnido ocoemuii npozopuii poswun | p.1. MCC Corespunde
RpAaxmuyHO einvHul 6i0 cmoponnix | Bisyamsnuii memoo Bidnogidae
yacmox Cep.D.*2.9.20, n. ]
MKA
2 | Claritate Nu mai opalescentd decit etalonul I | Ph.Eur.*, 2.2.1,
IHposopicmy He .Ginowe onanecyenmnuii, nixc | p.2 MCC Corespunde
emanon 1 Eap.D.*22.1,n 2 Bidnegidae
MKA
3 Culoare Solutie slab gilbuie (nu mai intens | Ph. Eur.*, 2.2.2,
Konvopogicmy colorati decét etalonul Y3) p.3. MCC
Brioo acoemuii posuun €ep.D.*2.2.2,n. 3 g?;:s; ?32:
(3abapanenuil ne Ginowe MKA
inmercusno, nixc emanon Y3 )
4 |pH Ph.Eur.*,2.2.3
6,5-7,0 p4MCC 638
€ep.D.*2.2.3,n. 4 !
MKA

5 | Densitatea relativa Ph.Eur.* 225

Bidnocna zycmuna 1,040 -1,060 p-S MCC 1.051
Cep.@.*2.2.5,n. 5 ’
: MKA

6 | Impuritdti mecanice. > 10 pm: maxim 6000/fiold Ph.Eur.*,2.9.19,

Particule sub-vizibile > 10 mxm: ne Ginvwee 6000/amnyny | metoda I Corespunde
Mexaniuni exmovenna. > 25 um: maxim 600/fiold p-6 MCC Bionosioae
Hesudumi vacmxu > 25 mrm: ne Ginvwe 600/amnyny | €ep.@.*2.9.19,

memoo I, n. 6 MKA

7 | Volumul extractibil Minim 2,0 ml Ph.Bur.*, 2.9.17
Ob6cnz sumazyeanna He menwe 2,0 mn p.7MCC Corespunde

€ep.0.*2.9.17,n. 7 Bionosioae
MRA »

8 | Identificare condroitind | A) Spotul principal din Ph.Eur*, 2.2.31, Corespunde
sulfat de sodiu electroferograma solutiei test, p.8 MCC Bidnosioae
oenmugbixayin obtinute in cadrul testului €ep.D.*2.2.31,n 8
XOHOpOImumy cynegham «Substante inrudite chimics trebuie | MK
rampiio séi corespundi ca pozitie cu spotul Cettkng

principal din electroferograma .l
obtinutii cu solutia de referingi stoc )

Ocroena naama Ka

enexmpaghopezpami sunpobyeanozo

Poswuny, ompumarnoi @ mecmi

«Cynymisi QoMituru», Mae no

1/3




| QEGTARAR AT A,

Tek: +4 (021) 350 46 40; 300 77 80; 300 77 81
Fax: +4 ((21) 3504641, E-nai: offce@rompham o

$.C. Rompharm Company S.R.L, - Romania, iffov, 75100 Otopens, Str. Erollor, Nr. 1A.

CUL RO 14308848, RC: J23/1321/2004

Certificat de analiza pentru produs finit nr. 2217161
Cepmudpixam ananizy xinuesozo npena;

. 2217161

Cod formular Kod doxymetimy:
CC-PelibCA-1431 F1 ed.3 rev.]

Produsul ITpenapam

10 fiole in cutie

Staurum solutie injectabild 200 mg/2ml; a cite 2 ml in fiole, céite

Cmaypym po3uun Ona in'exyii, 200 m2/2 mn; no 2 mn 8 amnyni,
no 10 amnyn & xapmonniii navii

Cod intern Buympiuiii xoo

345570600

Seria de fabricatie Cepin

2217161

Data fabricatiei Jama aupoGuuwneé

11.2022

Data expirarii IIpudamnuii 0o

11.2025

Producitor Bupobrux

8.C. Rompharm Company S.R.L. K.T. Pomghapm Komnani C.P.JI.

Nr Caracteristica
Ne Xapaxmepucmuxu

Limite de admisibilitate
Mexci donycmumocmi

Rezultate
Pesyasmamu

Metode de control
Memoodu xonmponio

DOSMAUYSARHIO 8ionosidamu
ocHoeniil naami Ha
-enexmpogopezpami 6CHOBHO20
CManOapmMRO20 POHUNRyY

B) tr ten = ( tr rer£0,5) x600UK
{minute)

Ph.Eur.*, 2.2.29,
metoda HPLC

p.8 MCC
Cop.D.*2.2.29,
memod BEPX, n. 8
MEKSA

Corespunde
Bionogidac

Dozare. Condroitind
sulfat de sodiu
Kinvxicre usnavenus.
Xouopoimuny

cynvgham wampio

190,0 - 210,0 Mr(mg)/2 Mn(ml)

Ph.Eur.*, 2.2.29
metoda HPLC

p:9 MCC
Cep.4.*2.2.29,
Mmemoo BEPX, n. 9
MKA

202,8

10 | Identificare alcool
benzilic
oenmugpixayin
benzunosozo cnupmy

A) Timpul de retentie al picului
principal in cromatograma solutiei
test, obtinute in cadrul testului
«Dozare», trebuiec sd corespundd
timpului de retentie al picului
alcoolului benzilic in cromatograma
solutiei de referin{il

Yac ympumysanns OCHOEHO20 MiKy
Ha xpomamozpami eunpobysanozo
posuuny, ompumanol @ mecmi
«Kinoxiche  susnauenna», Mae
gidnogidamu Yacy YmpumyeanHa
nixy Oenzunogozo cnupmy Ha
xpomamozpami cmandapmno20
PO3UUHY.

B) Spectrul UV, finregistrat la
indltimea maximi a picului
principal in cromatograma solutiei
test obfinute in cadrul testului
«Dozare» trebuie si& corespundd
spectrului UV al solutiei de
referingd, finregistrat in condifii
similare

Y®-cnexmp, susmuii y eepusuni

- OCHOBHO20 HIKY HA XPOMamMozpami

sunpobysanozo PO3HUNY,
ompumanoi 8 mecmi «Kinvkicue
SUSHAUEHHA), NOBUHEH @ionogiOamuy
Y®-cnexmpy cmandapmuozo
DOSuUKY, SHRMOMY 6 mux Jice
ymosax

Ph.Eur.*, 2.2.29
metoda HPLC

p.10 MCC
€ep.P.*2.2.29,
memod BEPX, n. 10
MKA

Corespunde
Bidnosioae

Corespunde

Bionosioac

Ph.Eur.*, 2.2.29
metoda HPLC

p.10 MCC
E€op.D.*2.2.29,
memoo BEPX n. 10

2/3
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Tel: +4 {021) 350 48 40; 300 77 80; 300 77 81 S.C. Rompham Company SR L. - Romania, #ov, 75100 Otopeni, Str. Erolior, Nr. 1A.
Fax; +4.{021) 3504641, E-mal: office@rompham.ro CUL RO 14399848, RC: J23/13212004

Certificat de analiza pentru produs finit nr. 2217161 Cod formular Kod doxymenmy:
Cepmucdpixam ananizy xinyeeozo npenapamy. 2217161 CC-PelibCA-1431 F1 ed.3rev.l
Produsul IIpenapam Staurum solutie injectabilid 200 mg/2ml; a céte 2 ml in fiole, cite
10 fiole in cutie
Cmaypym po3uun 0N in'exyiil, 200 m2/2 mn; no 2 M1 & amnyni,
no 10 amnyn e xapmonniii nauyi
Cod intern Buympiwmnisi ko0 345570600
Seria de fabricatie Cepin 2217161
Data fabricatiei Jama supobruwmea | 11.2022
Data expirarii pudamnuit 0o 11.2025
Produciitor Bupobrnux S.C. Rompharm Company S.R.L. X.T. Posmcpapm Komnani C.P.JI.
Nr Caracteristica Limite de admisibilitate Metode de control | Rezultate
Ne Xapaxmepucmuxu Mesici oonycmumocmi Memoou xoumponio | Pesyrsmamu
11 | Dozare alcool benzilic Ph.Eur.*, 2.2.29
Kinvxicne suznavenns. ' metoda HPLC
Bensunosuii cnupm 22,0 - 26,0 Mr(mg)/2 mi(ml) p.11 MCC 242
€ap.D.*2.2.29, g
memoo BEPX, n. 11
MKA
12 | Substante Tnrudite Ph.Eur.*, 2.2.31,
chimic: Maxim 2% metoda electroforeza
orice impuritate He binvwe 2% p.12 MCC ND
necunoscuti €ep.D.%2.2.31, He spsnneso
Cynymui domiuuxy: Memood
6yov-axa negiooma enexmpoghopesy, n.
domiuixa 12 MKA
13 | Sterilitate Produsul trebuie si fie steril Ph.Eur.*, 2.6.1,
Cmepunvnicme Iipenapam nosuner Gymu p.13 MCC Steril
CMEPURLHUM €ep.D.*2.6.1,n. 13 Cmepuwto
MKA
14 | Endotoxine bacterinere Maxim 150 EU/ml Ph.Eur.* 2.6.14,
FBaxmepianoni He binvwe 150 EO/mn p.14 MCC <150 EU/ml
eHOOMOKCUHY €ep.D.*2.6.14, n. 14 | <130 EOhun
MKA R “"'""""\;’ 25
Produsul finit corespunde prevederilor specificatiei. 'jﬁ,ﬁ . M o
Kinuesuii npenapam eionoeioac / ne gionosioac sumozam cneyudixayit i ﬂ‘/ AT 425
Director Controlul Calitatii Lo 09.01 2(5{23 TPy ih. ol
’\ llmrr
Hupexmop Konumponw HArvocmi Mibikgy
*editia curenta
*diloue eudanns % ;
N 14399546 *
Somanh

3/3
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HEPXJOKCITYIXBA
HEPKABHA CIHVIXBA 3 JIKAPCHBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH YV KHIBCBKIT OBJACTI
mpocnext Banepis Jlobaroscskoro, 51, M. Kuis, 03110, Ten/¢pake: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua htips://www.dls.cov.ua, Kog €JIPTIOVY 37078774

BUCHOBOK |
Tpo SIKICTH BBe3enoro B YKpaiHy iKkapehKoro 3acody

27.01.2023 Ne 2536/23/19
.. CTAVPYVM

{HaiiMeHyBaHHA. TIRAPCHKOTO 3aco0y 3TIH0 3 PEECTPALTIHIM TIOCRT TICHHEAM )
_pozumn ans in'exnii, 200 Mr/2 mu; no 2 M B avnyaid, no 18 amnya s kapronnii nayni

{dhopma BUOYCKY, NO3YBAHHSA, BUI MAKYBAHAY JIKAPCLKOro 3acoby)
Howep peectpaniiiroro nocrizuenns UA/18601/01/01 crpox mii peectpauiiinoro noceimwenss 11.03.2026
Cepig nikapcskoro saco6y Ne 2217171 Kinskicts BReseroro gixkapeskoro 3acoby 13159

Bupobuux K.T. POM®APM KOMIIAHI C.P.JL, Pymywis

(nafivenypanHa BHpOOHIKa TikapcsKkoro 3acoby, kpaiHa TOXOKECHHA).

Baezeno B Vxpainy TosapucTee 3 06Mexkenoio Bignosizaannictie "OOPC-OAPMA
JUCTPUBIOIIH", inenr. xoji: 41941076 o
(naiivenysanns Ta kox 32 €IPTIOY ropunnusoi ocotu abo npizsuine, im's, no Gatexosi
thizwuroT ocobu ~ nianpHEMIE, 11 MiCIe NPOXKWBANS Ta pecctpauiiiuil HoMep obikosoi
XAPTKH NAATHHKA MOJATKIE b0 ceplt Ta HOME] MACIIOpTa)

Tiporokosn sisyansmoro Korrpoiio six 24.01.2023 N 0163/9..




| CRa I HIR AT <ZA.

|

Tol: 4 (021} 350 46 40; 306 77 60; 300 77 81 e S.C.
| Fax; +4 (021) 3504641, E-mai: offce@rompharm ro e, GUK RO T4398646, RC: JZV1IZ1Z008

Rompharim Company 5.R.L. - Romani, lilev, 75100 Qtopeni, Str; Eroilor, Ne. TA: b 7]

Cod formular Kod gopan: AC-Pelib6_FS ed 7

CERTIFICAT DE CONFORMITATE / CEPTH®IRAT BUITOBUTHOCT]

NrAE: V4
Produsul MTpagyim;

Compozifie per | ampule  Crrad ua 1 sy
Substanta activa  Jirowa pevosuna:

Excipienfi onosivens pevosusu:

Codintern Buympiuuiii xod:
Tara importatoare hunopm do kpaiv

DAPP Janarux:

Autorizatic de punere pe piata nr Peecmpayitive nocsiowenis & xpaiii

npuskauenyn Ne:

Seria Cepin:

Data fabricatiei Jama supobruymea:

Data de expirare Tepmin npudamnoemi:

Cantitate totala certificata/ eliberata Jazarsna xizsxicms
SUpOBHmea:

Cantitate pentru vanzare/distributic Komepyiing xizoxicms:
Adresa tocurilor de fabricatic si control autorizate ddpeca
ACMOPUIHPOGANIX DircHuts ONR GUPOORUME § KQUMPOKIO:

Autorizatic de Fabricatie nt JTiyexsin dan ofasnuys supobnumea i
rormpomno Ne:
Certificat(e) GMP nr pentru locurile de fabricatie si control

Cepmugpixam(y} GMP dnn Olrvruys supobruymea ma xoumponto Ne;

Staurum sclutie injectabili 200 mg/2mi; a cite 2 mi in
fiole, ciite 10 fiole in cutie

Crraypym pozuun Ons in'exyity, 200 m2/3 ma: no 2 mn @
amnyal, no 10 amryn ¢ kapmonwiii nawyj

Condroitini suifat de sedin 200 mg

Kowdpaimuny cymsgram wampho 200 s

Alcaol benzitic, Hidroxid de sodiu solufie 0,1 M san Aeid
clorhidric solutie 0,1M, apd pentru preparate injectabile
Bensunosuii crupm, 0,1 M posunn wampio 2idpoxcudy dafo 0,1 M
POSUUN XAOPUCIOBOONLGET KUCAOMH, 600Q ONR i1 'eX1iil
345570600

UCRAINA YKPAIHA

LLC “FORCE-PHARMA DISTRIBUTION", Ucraina

TOB « WOPC-PAPMA JHCTPHEIOIIHy, Yupaina
UA/1B601/01/01

2217171
11.2022
11.2025
13.239

13.159

8.C. Romparm Company S.R.L. Eroilor str. No. 1A, Otopeni city,
075100, county IHov, Romania

KT, Pomgpapm Keamani CPJI, syn Epoinop N i4. .
COmoneny, 075100, oxpyz Inghos, Pysmynin

IF

025/2021/R0, 026/2021/R0, 237/2020/C-610

Certificatul de analiza Nr./data atasat. Hosiep ma dama cepmugpivama 2217171/ 09,01,2023

REOQCHI:

Comentarii /Observatiif Deviatii .Kosrenmapi /

Jayeaxcenns Bidxuaenns

Etapele confirmate. IProcesare BupoBnuynio.

Sameepdaceni npoyecu \Ambalare primara_nepsunne naxysanng

[Btichetare wapxyeannn

Controlul calitatii produsului Kowmpous sxocmi npodyeyii

4 |nd | ] 54|

Prin prezenta certific ca informatiile de mai sus sunt autentice §i exacte. Toale etapele de fabricatie ale acestei serii de produs, inclusiv
ambalarea / etichetarea gi controlul calitiifi au fost efectuate Ja locul (locurile) mentionat (&) in deplin conformitate cu cerinfelcBPFale
UE (cand se afla in UE) si cu cerintele Autorizatiel/ Antorizatiilor de punere pe piata din tara/tarile de destinatie, Inregistrarile de
procesare, ambalare §i testare a seriei au fost revizuite si s-a constatat ci respectd BPF.

Lius sacaiduyio, wo quiygeskasana inopyayin ¢ docmosipnow ma mouson, Vel emanu supobiuymea yiel napmii- npodysyit,
SEAIGUAIONY YHAKOBIY / MAPKYEAHHA NG xonmpode srocmi, Gyat nposedeni wa GUUIEIAINAIEHUX DiRbHIYRX Y ROGHIT eiOnogidnicmi 00
6irioz GMP €C [ mexcax EC] ma eusoz peecmpayitinezo dacoe xpainu /xpalit ipushaiennn. Hpomoxosu supoBuuymea, naxyeanus

ma auanizie 6yRo nepezinnymo ma eemanosaeno sionogionicms GMP.




Tel: +4 {021) 350 46 40; 300 77 80; 300 77 81 \ §.C. Rompharm Company S.RL.. - Romania, Ifov, 75100 Otopeni, Str, Ercilor, Nr. 1A,
Fax: +4 (021) 350464 1. E-mail: office@rompharm.ro ~._ CULRO 1439964_6‘ RC: J2311321/2004

Certificat de analiza pentru produs finit or. 2217171 Cod formular Kod doxymennmy:
Cepmudpixam ananizy xinyeaozo npenapamy. 2217171 CC-PelibCA-1431 F1 ed3rev.i
Produsul Hpenapam Staurum solutie injectabili 200 mg/2ml; a cite 2 ml in fiole, ciite
10 fiole in cutie
Cmaypym posuun ona in'exuiit, 200 m2/2 mn; no 2 mn & amMnyi,
i, _no 10 amnyn é kapmonniii nauyi
.| Cod intern Brympiumniii koo 345570600
| Seria de fabricatie Cepin ' 2217171
Data fabricatiei Jama suposnuymea | 11.2022
Data expirarii Hpudammnuii do 11.2025
| Produciitor Bupobnux S.C. Rompharm Company S.R.L. K.T. Pomepapy Komnani C.P.JT.
{ Nr Caracteristica Limite de admisibilitate Metode de control Rezultate
Ne Xaparxmepucmuru _ Mexci donycmumocmi Memoodu xonmpomeo | Pesyavmamu
1 Aspect Solutie slab gilbuie, limpede, | Metoda vizuala
Onuc Practic lipsiti de particule vizibile | Ph. Eur.*, 2.9.20,
bnioo orcosmuii nposopuii pozeun | p.1. MCC Corespunde
NPAKMULHO 8inbHud 6i0 cmopowunix | Bisyanenuii memod Bionosioac
yacmox Eep.@.%2.9.20, n. 1
2 | Claritate Nu mai opalescenta decat etalonul I | Ph.Eur.*, 2.2.1,
1lpozopicny He Oimowe onanecyenmmudi, wizc | p. 2 MCC Corespunde
emanon 1 €ap.D.*2.2.1, n. 2 Bionogioac
MK
3 Culoare -Solutie slab gilbuie (nu mai intens | Ph, Eur.*, 2.2.2,
- Korvopogicme coloratd decit etalonul Y3) p. 3. MCC
: Bnido xcoemuii posuun €ep.P.*222, 1.3 g?;?oi ?32:
(3abapenenuii ue Hinwuie MK
. . . inmencusno, nixe emanon Y3 )
4 |pH Ph.Eur.* 223
' 6,5—17,0 p-4 MCC -
Eep.D.*2.2.3,.n 4 ?
5 Densitatea relativda Ph.Eur.* 225
Bidnocna zycmuna 1,040 -1,060 p.5 MCC 1.051
Cap.d.*2.25, n. 5 ’
: MEA
6 | Impuritdti mecanice. = 10 pm: maxim 6000/fiola Ph.Eur.*2.9.19,
Particule sub-vizibile 2 10 mim: ne binbwe 6000/amnyay | metoda 1 Corespunde
Mexaniuni exmovenns. =25 pm: maxim 600/fiola p:6 MCC Bionosidde
Heeudumi uacmxu 2 25 mxm: ne bimvuie 600/amnyny | €gp.d.¥2.9.79,
Mmemoo I, n. 6 MKST
4T Volumul extractibil Minim 2,0 ml Ph.Eur.* 2,917
Obcaz eumazyeanis He menuse 2,0 mn p.7 MCC Corespunde
Cep.@.*2.9.77, n. 7 Bionosioae
_ MEH
8 Identificare condroitina A) Spotul principal din PhEur.*, 2.2.31, Corespunde
sulfat de sodiu electroferograma solutiei test, p.8 MCC Bionosidae
Denmudghixayin obtinute in cadrul testului €ap.B.*2.2.31, n. 8
xonopolmuny cynegram | «Substante inrudite chimicy trebuie | MKST 160 3 ob
sé corespundi ca pozitie cu spotul i
principal din electroferograma
obfinuti cu solutia de referintd stoc
Ocnoana niasma 1o
enexmpoopezpami eunpobysanczo
DO3YUNY, OMPUMAanol @ mecmi
«Cynymmni dominicun, mae no
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Tel: +4 (021) 350 46 40; 300 77 80; 300 77 81 _\ 5.C. Rompharm Company S.R L. - Romania, ifov, 75100 Olopeni, Sir. Eroilor, Nr. 1A.

Fax: +4 {021) 3504641, E-mall. office@rompham.ro . CUI RO 14388646, RC: J23/1321/2004

Certificat de analiza pentru produs finif nr. 2217171 Cod formular Koo dokymenmy:
Cepmugpiram ananizy xinyeeozo npenapamy. 2217171 CC-PelibCA-1431 FI ed.3 rev.!
Produsul Hipenapam Staurum solutie injectabilid 200 mg/2ml; a cite 2 ml in fiole, cite
10 fiole in cutie
Cmaypym po3uun ona in'exuniii, 200 m2/2 m; no 2 mn 8 amnyni,
; no 10 annyn 6 kapmounin nauyi
Cod intern Buympiwniii koo ' 345570600
Seria de fabricatie Cepin ; 2217171
Data fabricatiei Jama supobrnuymea | 11.2022
| Data expirarii Mpudamriuii oo 11.2025 )
Produciitor Bupotnux S.C. Rompharm Company S.R.L. K T. Pom¢papm Komnani C.P.JI.
Nr{ . Caracteristica Limite de admisibilitate Metode de control Rezultate
Ne Xapaxmepucmuru Meaici donycmumocmi Memoodu konmponwe | Pesyiomamu
11 | Dozare alcool benzilic Ph.Eur.*, 2.2.29
Kinexicne ausnauenns, : metoda HPLC
Bewnzunocuii cnupm 22,0 - 26,0 mr(mg)/2 mn(ml) p.11 MCC 237
Eop.@.*2.2.29, :
memoo BEPX n. 11
- . MK
12 | Substan{e inrudite ' Ph.Eur.*, 2.2.31,
chimic: : Maxim 2% metoda electroforeza
orice impuritate He binvwe 2% p-12 MCC ND
necunoscuti E€ap.D.*2.2.317, He suspiieHo
Cynymiri Oomirviaxu: MEmoo
-Byob-sika negidoma : enexmpoghopesy, n.
Domimxa _ _ . 12 MKH
13 | Sterilitate Produsul trebuie si fie steril Ph.Eur.*, 2.6.1,
Cmepunsuicme Ipenapam nosunen Eymu p.13 MCC Steril :
. CMepURLHUM Cep.®.*2,6.1,mn. 13 CmepunbHo
MK
14 | Endotoxine bacterinere Maxim 150 EU/ml Ph.Eur.*, 2.6.14,
baxmepianvhi He binswe 150 EO/mn p.14 MCC <150 EU/ml
EHOOMOKCUHY Cep.D.*2.6.14, n. 14 | <150 EO/mn
MESA :
Produsul finit eorespunde prevederilor specificatiei.
Kinyesuii npenapam cionogidac / ne sidnogidac sumozam cnenugrinauit
Director Controlul Calitatii 8 : 09.01.20
Hupexmop Konmponio Axocmi o

*editia curenta
*Oiroue guOanun
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REEANAAE G,

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

g

. CUL RO 14399646, RC: J23/1321/2004

$.C. Rompham Company S.R L. - Romarnia, tiov, 75100 Olopeni, Str. Erollor, Nr. 1A,

i Certificat de analiza pentru produs finit nr. 2217171
_Cepmutpixam ananisy inuesozo npena,

amy. 2217171

Produsul Ipenapam

Cod formular Koo dorymenny:
CC-PelibCA-1431 _F1 ed.3 rev.!

10 fiole in cutie

Staurum solutie injectabild 200 mg/2ml; a cate 2 ml in fiole, cte

Cmaypym posuun dna in'exyisi, 200 mz/2 ma; no 2 mn ¢ amn 1y,
no 10 amnyn g kapmonriii nauui

Cod intern Buympituniii koo 345570600
Seria de fabricatie Cepia 2217171
Data fabricatici Jama eupodnuuumea | 11.2022
Data expirarii Hpuoamuui do 11.2025

Producitor Bupobnur

S.C. Rompharm Company S.R.L. K.7. Pomcpapm Kommari C.P.JL

Nr Caracteristica
Ne Xapaxmepucmuru

Limite de admisibilitate
Meoci donycmumocmi

| Memoou xoumponio

Metode de control Rezultate

Pesynemamu

PoImauysannio eionoeioamu
OCHOGHIT nAami Ha
exexmpogopezpami ocrosnozo
CHIAHOGPIMHOZ0 POIUUHY

B) tR Test =( lR.Rein,S) XBUTUFH

_(minute)

Eap.®.%2.2.29,

Ph.Eur.*, 2.2.29,
metoda HPLC
p.8 MCC

Corespunde
Bionogidae

MmemoO BEPX, n. 8
MRS

Dozare. Condroitini
sulfat de sodiu
Kirvkicne susnauenns.
Xondpoimuny
cyavgham nampio

190,0 - 210,0 mr(mg)/2 Ma(ml)

Ph.Eur.*, 2.2.29
metoda HPLC

p.9 MCC

Cep. ©.%2.2.29,
memod BEPX, n. 9
MKRHA

209,1

Identificare alcool
benzilic
Ibenmudghivayin
bensunoeozo cnupmy

| Y-cnexmpy

A) Timpul de retentic al piculu

principal in cromatograma solutiei
test, obfinute Tn cadrul testului
«Dozare», trcbuie si corespundi

| timpului de retentie al picului

alcoolului benzilic in cromatograma
solutiei de referintd
Hac ympumyeanns OCHOBHO2O RiKy

| na xpomamozpavi sunpobysanozo

mecmi
mae

POULHY,
«Hinsxicne

OmpuUManol &
GUIHAUCHHAN,

| 6idnogidamu wacy ympumyeanus
| nixky bensunosozo crupmy
| xporxamozpami

Ha

PO3uIHY.
B) Spectrul UV, inregistrat la
indltimea maximd a picului
principal in cromatograma solutiei
test obtinute in cadrul testulni
«Dozare» trebuie sd corespundi
spectrului UV al  solutiei de
referin{d, foregistrat In conditii
similare

Y®-cnexmp, susmuit y eepuuni
OCHOBHO20 HIKY HQ XpoMmamozpami

sunpobycanczo PO3YURY,
ompumanol & mecmi «Kinvxicue
BUIHAYEHHAY, noaumen gionoaioamy
cmandapmuozo
DOZYUHY, 3HAMOMY 8 mux oice
YMOGUX

cmandapmuozo |

Corespuﬁde
Bionogioae |

Ph.Eur.*, 2.2.29
metoda HPLC

p-10 MCC

€ep. D, *2.2.29,
memod BEPX n. 10
MET

Ph.Eur.*,2.2.29
metoda HPLC

p.10 MCC
€ep..*2.2.29, i
memod BEPX n. 10
MESA ;

Corespunde
Bidnosioae

2/3
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Tek +4 (021) 350 46 40; 30077 80, 3007761 “‘\\ $.C. Rompharm Company SR L. - Romania, lfov, 75100 Otapeni, Siz. Eroilor, Nr 14,
Fax; +4 (021) 3504641, E-mat office@rompham.o . CUL RO 14393646, RG: J23/1321/2004

Certificat de analiza pentru produs finit nr. 2302691 Cod formular Kod dorxymenmy:
Cepmudhixam ananizy xinyeéozo npenapamy. 2302691 CC-PelibCA-1431 F1 ed.3 rev.1
Produsul Tpenapam Staurum solutie injectabild 200 mg/2ml; a ciite 2 ml in fiole, cite
10 fiole in cutie
Craypysm posqun 018 in'exyit, 200 m2/2 ma; no 2 mn ¢ amnyai,
no 10 amnyn 6 xapmonniii naqayi
Cod intern Buymphurniii koo 345570600
Seria de fabricatie Cepin : 2302691
Data fabricatiei Jama supoonuymea | 02.2023
Data expirarii Ipudamunuii do 02.2026 -
Produciitor Bupobrux S.C. Rompharm Company S.R.L. K.T. Pomgapsm Koamani C.P.JT.
Nr Caracteristica. ‘ Limite de admisibilitate Metode de control Rezultate
No Xapaxmepucmuku Mexci donycmumocnii Memodu xonmpomte | Pesynsmamu
I Aspect Solutie slab gdlbuie, limpede, | Metoda vizuald
Onuc Practic lipsiti de particule vizibile | Ph. Eur.*, 2.9.20,
EBnido ocosmuii nposopuii posyun | p.1. MCC Corespunde
HpaKmuiune einbruit 6i0 cmoponrix | Bizyanvnuit memod Bionoeidae
Yacmox Cep.©.*2.9.20, n. I
MKA
2 Claritate Nu mai opalescent3 decil etalonul I | Ph.Eur.*, 2.2.1,
Ipozopicmy He ‘Gimbwe onanecyewmnuil, uixe | p. 2 MCC Corespunde
emanon I Eep. 0. *2.2.1, 0 2 Bionosidae
* MEA
3 Culoare Solutie slab gélbuie (nu mai intens | Ph. Bur.*, 2.2.2,
Konvoposicme coloratd decét etalonul Y3) p. 3. MCC
Bnide ocoemuti posuun €ap.D.*2.2.2, 1 3 (E;t?arcsp!};dc
(sabapenenuii ne Ginvuee MEKA SRRNIERIEES
inmencucro, winc emanorn Y3 )
4 | pH Ph.Fur* 223
6,5-7,0 p.4 MCC 6.7
Eop.D.*2.23, n 4 :
MKAH
5 Densitatea relativa Ph.Eur.®* 22.5
Biowocna aycmuna ' 1,040 -1,060 p.5 MCC 1.051
Esp.P.*2.2.5 n. 5 :
MKH
6 | Impuritifi mecanice, > 10 pm: maxim 6000/fiold Ph.Eur.*,2.9.19,
Particule sub-vizibile 2 10 mrm: e Oinvuie 6000/amnyny | metoda I o d
Mexaniuni exmovennn. = 25 pm: maxim 600/fioli p.6 MCC ;.’;csP ‘g‘ g
Heeudumi wvacmsu > 25 axcm: we Ginvwe 600/avmyny | €ap.P.*2.9.19, RS
meniod I n. 6 MK
7 | Volumul extractibil Minim 2,0 ml Ph.Bur.*, 2.9.17
Obcaz eumnazyeanns He menwe 2,0 mn p.7 MCC Corespunde
Cop.D.*2.9.17,n. 7 Bionosidae
MK
8 | Identificare condroitind | A) Spotul principal din Ph.Eur.*, 2.2.31, Corespunde
sulfat de sodiu electroferograma solutiei test, p.8 MCC Bidnogidae
Denmugirayin obfinute in cadrul testului ECep.D.*2.2,31, n. 8
xoudpolmuy cynegpam «Substante inrudite chimic» trebuie -
Hampiro 5d corespundi ca pozitie cu spotul
principal din electroferograma
obfinuti cu solutia de referingi stoc
Ocnosna niima na
enexmpoghopezpami eunpobiyeanozo
pozuuny, ompumanol @ mecmi
«Cynymui domiuuxup, mae no

1/3
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“Tek: +4 (021) 350 46 40; 300 77 B0; 300 77 81 $.C. Rompharm Company S.R L. - Romania, ifoy, 75100 Otopen, St Eroilor, Nr. 1A.
Fa: +4 (021) 3504841, E-mail; dffice@rompharm.ro CUI: RO 14390648, RC: J23/1321/2004

Certificat de analiza pentru produs finit nr. 2302691 Cod formular Koo doxymenmy:;
Cepmucbiram ananizy xinuego2o npenapamy. 2302691 CC-PelibCA-1431 F1 ed.3 rev.l
Produsul Ilpenapam Staurum solutie injectabild 200 mg/2ml; a cfite 2 ml in fiole, cite
' 10 fiole in cutie

Cmaypym posuun onn in'exyit, 200 m2/2 mii; no 2 mn 6 amnyni,
no 10 amnyi e Kapmonrifi navii

Cod intern Buympiwniii koo 345570600

Seria de fabricatie Cepin 2302691

Data fabricatiei Jama eupobnuumen | 02.2023

Data expirarii [pudamrii do 02.2026 :

Producitor Bupobnux S.C. Rompharm Company S.R.L. X T. Pom¢hapm Komnani C.P.JT.
Nr Caracteristica Limite de admisibilitate Metode de control Rezultate
Na Xapaxmepucmuxn Meaci donycmumocmi Memodu xonmponio | Pespnsmarnu
' posmawyeannio éionosioami Ph.Eur.*, 2.2.29, Corespunde
OCHOBHITE NAMI Ha metoda HPLC Bionosioae
enexmpoghopezpami 0cHOBHOZ0 p.8 MCC
CIandapmnozo posvuury €ap. . *2.2.29,

B) tr 1est = ( trrer£0,5) xg12m01 memod BEPX n. 8
(minute) MEST

9 Dozare. Condroitini . Ph.Eur.*, 2.2.29
sulfat de sodiu metoda HPLC
Kinvxicne ausnavenns. 190,0 - 210,0 Mr(mg)/2 mi(ml) | h 9 MCC
Xondpoimuiny - Eep.D.*2.2.29,
cyabgam sHampiro . memod BEPX, n. 9
. MK

10 | Identificare alcool A) Timpul de retentie al picului | Ph.Bur.*, 2.2.29 Corespunde
benzilic principal in cromatograma solufici | metoda HPLC Bidnosidae
Denmugpixayin test, obfinute in cadrul testului | p.10 MCC
6eN3URBB020 ChRuUpMY «Dozarey, trebuie s& corespundi | €sp. . *2,.2.29,
timpului de retenfie al picului | Memoo BEPX, n. 10
alcoolului benzilic In cromatograma | MES

solufiei de referinta

Yac ympumyeaunsn 0CHOGHO20 NiKy
Ha xXpomamozpami Gunpobyeanozo
pozuuny, ompumanoi & meemi
«Kimxicwe  eusnauenna», Mde
Gi0nosidamu  Hacy yYmpumyeanHs
niky bewsunosozo cnupmy Ha
Xpomamozpami crmanoapmnozo
PO3YURY.

B) Spectrul UV, inregistrat la | Ph.Eur.*, 2.2.29 Corespunde
indltimea maximi a picului | metoda HPLC Bionogidae
principal in cromatograma solufici | p.10 MCC

test obfinute fn cadrul testului | Egp. @, *2.2.29,
«Dozare» trebuie sd corespundd | memod BEPX, n. 10
spectrului UV al solutiei de | MKSA

referinfd, fnregistrat in conditii
similare

Y®-cnexmp, suamuii 'y eepuami
OCHOGHO20 HiKY Ha Xpomamozpami
GunRpobysanozo PO3YUHY,
ompumarnoi & mecmi «Kinekicye
SUIHANEHNHRY, HOGuUHeN sidnacidamu
Yd-cnewmpy cmandapmuo2o
POSHUKRY, 3UAMIOMY @ mlux e
YMO6ax

209,5
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, Tok: +4 (021) 350 46 40; 300 77 80: 300 77 81

I@RL - Romania, iifov, 75100 Olopeni, Sir. Ereilor, Nr. 1A.

Fax: 44 (021) 3504641, E-mail: office@rompham.so cm RO uaaam RC;
Certificat de analiza pentru produs finit nr. 2302691 Cod formular Koo doxymenny:
Cepmudpicam ananisy xinqesaen npenapamy. 2302691 CC-PelibCA-~1431 F1 ed.3 rev.1
Produsul penapam Staurum solutie injectabili 200 mg/2ml; a cite 2 ml in fiole, cite

10 fiole in cutie
Crmaypym poauun ona in'exuiti, 200 m2/2 mn; 1o 2 mn @ amnyi,
no 10 amnyn & kapmornniii nauni
Cod intern Buympiwuniii koo 345570600
Seria de fabricatie Cepin J 2302691
Data fabricatiei Jurna eupobunumea | 02.2023
Data expirarii Dpudamnuii do 02.2026
Produciitor Bupobriux S.C. Rompharm Company S.R.L. K.T. Pomdapm Komnani C.PJ.
Nr Caracteristica Limite de admisibilitate Metode de control Rezultate
Ne. Xapaxmepucmuru Meaici oonyemumocmi Memoou kormponre Pespnemarmu
11 | Dozare alcool benzilic Ph.Eur.*, 2.2.29
Kinvxicre susnavenns. metoda HPLC
Bensunocuii cnupm 22,0 - 26,0 mMr(mg)/2 mu(ml) p.11 MCC iy
. Cap. &, *2.2.29, 2
memod BEPX, n. 11
MK
12 | Substanfe nrudite Ph.Eur.* 2.2.3],
chimic: metoda electroforezs
orice impuritate Maxim 2% p.12 MCC ND
necunoscuti He Ginvuwie 2% Eep. P, *2.2.31, He nuapneno
Cynymui domiwrcu: memod
6ydv-axa neeidoma enexmpagopesy, n.
Qdosmiwxa ' 12 MK
13 | Sterilitate Produsul trebuie s3 fie steril Ph.Eur.*, 2.6.1,
Cmepunonicms IIpenapam nosunen 6ymu p-13 MCC Steril
CMepuseHUM Esp.D.*2.6.1, n. 13 Cmepunono
MRA
14 | Endotoxine bacterinere Maxim 150 EU/ml Ph.Eur.*, 2.6.14,
Bbaxmepianoni He Ginvwe 150 EQ/mn p.14 MCC <150 EU/ml
eﬂaomoxcmm Eep.d.*2.6.14, n. 14 | <150 BO/ma
MEA
Produsul finit corespunde prevedcnlor spcmﬁcanex
(| Kinyesuii npenapam sionogioae smto e
Director Controlul Calitatii
| Aupermop Konmponro Sxocmi
*editia curenta

*iwye sudanun
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Tel: +4 (021) 360 46 40; 300 77 80; 300 77 51 e $.C. Romphanm Company S.R.L. - Romania, lifov, 75100 Ofopéni, Str. Eroilor, Ny. 1A. e !?j
Fax: +4 (021) 3504641, E-malt office@rompharm.ro Sa__CUE RO 14399648, RC: 1231133112004 ...
Cod formular Kod ghopuu: AC-Pelib-6_F5 ed 7

CERTIFICAT DE CONFORMITATE / CEPTH®IKAT BILITOBIQHOCTT

Nr Mer Vo

Produsul Tpedyrm: Staurum solutie injectabill 200 mg/2ml; a cite 2 ml in
fiole, céite 10 fiole In entie
Cmaypym posuun dns in'exyiti, 200 M2/2 Ma; no 2 mn @
amryai, no 10 amnyn-a kapmonniii nauyi

Compozitie per | ampule Crxwad #a [ anyay:

Substanta activa  Jiloua pesosuna: CondroitinX sulfat de sodiu 200 mg
Xondpoimuny cynegpam wampiie 200 mz
Bxcipienti Honomiseni pevostinu: Alcool benzilic, Hidroxid de sodiu solufie 0,1 M saun Acid

clorhidric soluie 0,1M, apk pentru preparate injectabile
Bensunoaui cnupm, 0.1 M posuun nampiio zidpoxeudy abo 0,1 M
PO3YUH XROpUCMOEDONESOL KuCAOMY, 80AA OAR iN ‘EXYiti

Cod intern Buympiwuniii kod: . 345570600 _
Tara importatoare Imnopm do kpatuu: UCRAINA VKPAIHA
DAPP 3ananux: LLC "FORCE-PHARMA DISTRIBUTION”, Ucraina

TOB «POPC-DAPMA JHCTPHBIQIHH», Yipaiva
Autorizatie de-punere pe piata nr Peccmpayitine nocsiduennn & xpaini UAS18601/01/01

npusnavensa Ne; ®

Setia Cepin: 2302691

Data fabricatiei Jama supofinuymea: 02.2023

Data de expirare Tepmin npudamuocmi: 02.2026

Cantitate totala certificata/ eliberata 3vzansia xizsxicme 13.190

supobuuymaa:

Cantitate pentru vanzare/distributie Komepyitina cinoxicms: 13,162

Adresa locurilor de fabricatie si control autorizate Adpeca S.C. Romparm Company S.R.L. Eroilor str. No. 14, Otopeni
ABMOPUIUDOBAKLX OiNbHUYL AR GNpobntymea | konmponso: city, 075100, county [lfov, Romania

KT Pomgapm Komnani C.PJI, ayn. Epoirop Me 14, m.
Omonens, 075100, oxpyz Inghos, Pymynin
Autorizatie de Fabricatie nr Tiyenzin onst Oiavruye eupobuuymea i 1F

Koumponio No;

Certificat(e) GMP nr pentru locurile de fabricatie si control 025/2021/R0O, 026/2021/R0, 296/2022/C-565
Cepmucpixam(u) GMP das dinvruys aupabuuymea ma xon pponio- Ne:

Certificatul de analiza Nr./data atasat Homep ma dama cepmudpivama 2302691/ 11.04.2023

Akcocmi:

Comentarii /Observatii/ Deviatii Kosenmapi /

3ayeaxcenns/ Bidxuneunsn

[Etapele confirmate ‘ocesare Bupobnuymoeo

| Fameepoxceni npoyecu Ambalare primara_nepsusne naxysanna

Etichetare AN
Controlul calitatii produsului Kowmpoas socmi npodyyit

bl e bl b

Prin prezeata certific ¢ informatiile de mai sus sunt antentice 5l exacte. Toate etapele de fabricatie ale acestei serii do produs,
inclusiv ambalarea / etichetarea §i conteolul calitafi au fost efectuate la locul (locurile) mentionat (&) fn deplind conformitate cu
cerinfeleBPFale UE (cand se afla in UE) si cu cerintole Autorizatiel/ Autorizatiilor de punere pe piata din tara/tarile de destinatie.
Tnregistririle de procesare, ambalare si testare a serici au fost revizuite gi s-a constatat od respecti BPF.

Liym saceiduwo, wo suyeskazava inpopmayis € docmoeipnois ma mounao. Vei emanu Gupobruymea yict napmii npedykyit,
GKNIORQAIONU YNAKOSKY / MAPKYSAHNA md KONIMPORb Axocmi, Gymi nposedeni Ha suyesa ux JiRbHUYAX Y NOGHIN idnosionicmi
00 eumoz GMP €C [o meacax €C] ma oumor peecmpayiiinozo docee xpatnu fipain npusnasenns, Jlpomoronu eupobHuymea,
RaKyaanna ma ananizia Gyno nepeansnymeo ma acmancaneno aidnoaionicme GMP.
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JEPKABHA CIIYIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIU OBJIACTI

npocrext Banepis JIo6aHoBCEKOTO, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog EJIPTIOY 37078774

BUCHOBOK
Npo SIKiCTH BBE3¢HOT0 B YKpainy JikapchKoro 3acody

04.05.2023 Ne 20204/23/10

CTAVPYM
(natiMeHynauss ikapcbKoro 3acody 3TUIHO 3 PEECTPAUHAHUM TIOCBIIMEHHAM)
pozunn st in'ekuiii, 200 Mr/2mi, no 2 ma B amnyi, no 10 amnya B kapToHHIH nauui
(dopma BUTYCKY, NO3YBAHHA, BUA UAKYBAHHA NikapehKoTo 3aco0y)

Homep peecrpauiiinoro nocsinuenss UA/ 18601/01/01 crpok zif peectpauiiisnoro nocsinuenss 11 .03.2026
Cepis nikapeskoro 3acoby Ne 2302691 KinsKicTs BBe3eHOro Jikapcbkoro 3acoby 13162

Bupobuuk K.T. Pomdpapm Komnari C.P.JL., Pymynis

(Haitvenysauas BHpoOHIKA nikapchkoro 3acofy, kpaina NOXOJHKCHNS)

Breseno B Ykpainy TopapHCTBO 3 0GMEKEHOI0 BIANOBIAANLHICTIO *"OOPC-PAPMA
JIUCTPUBIOHMIH", inenr. xon: 41941076
(natienyBatas Ta ko 3a CJPTIOV ropumsmeol ocobu abo npisemine, ia's, o Garbkosi disnanol

ocofu - mianpHemLs, i Micue NMPOXHBAHHS Ta peecTpattifinnii HoMep 0GNiKOBOT KAPTKH MIATHUKA
WonaTKip a6o cepis Ta HOMep TACTIOPTA)

Nporoxon sisyansnoro xontpomo pix 04.05.2023 Ne 1309/5.

3a pesynbTATaMH  JISPKABHOTO KOHTPONIO BCTAWOBICHO, IO mikapebkwii  3aci6 Bmeseno B Vkpainy 3
AOTPHUMAHHSIM BIMOT 3aKOHOJABCTRA MO0 3aBeanedyenHs SKOCTi NIKAPCEKUX 3ac06iB.

@

(minpwe)
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