AEPKABHA CJIYKBA 3 JIKAPCHbKUX 3ACOBIB

TA KOHTPOJIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii Ceitinunof, 3, 02099, Tej. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €JIPTIOY 37079055

BUCHOBOK
PO SIKiCTh BBE3EHOro B YKpainy JiKapcbKoro 3acody
15.11.2024 Ne 60691/24/26
TAMBPO

(HafimenyBanus nikapcekoro 3acoGy 3rimHo 3 peecrpauiinum nocsinuenusm)
PO3YHH AJIst in’€Kuiii; Mo 2 M1 po3uuny B aMIIyJli; 0 5 aMIyJ y KOHTypHiii YapYHKOBIi
YNaKoBUi, 10 1 KOHTYpHIli yapyuKosiii YNaKoBUi B KOPOOLi 3 KapToHy

(dbopma Bunycky, nosysanus, Bun NaKyBaHHs JIiKapChKoro 3acoby)
Homep peecrpauiiinoro nocsiguenns UA/20121/01/01 CTpok Aif peectpauiittoro nocsiguenus 17.07.2028
Cepis nikapcekoro 3aco6y Ne 2411081 KinbkicTs BBe3eHoro sikapebkoro 3acoby 2280

BrpoGrunk K.T. Pomdapm Komnani C.P.JI., Pymymis

(naliMeHyBaHHs BUPOGHHKa JikapcLkoro 3acoby, kpaina MOXOKEHHS)

Beeseno B Vipaiuy CuinbHe ykpaincsko-ecronchbie MiANpueMcTBO y dopmi

TOBAPHCTBA 3 00MEXKEHOI0 BiANOBiAa bHiCTIO "OnTima-®apwm,
JITI", inenr. won: 21642228

(naiimenyBanns Ta kox 3a €JIPIIOY 10pHANYHOT 0cobuM abo npissuue, iM's, N0 6aTbKOBI
(izuunot ocobu - nixnpuemus, i micue NMpouBAHIA Ta peecTpauiituuit Homep o6aikoBoi
KapTku niathuka nonarkis abo cepis ta Homep nacrnopra)

MpoTokon sisyansroro konrposio six 15.11.2024 Ne 3875/13.

3a pesynbTaTamu JEPXKABHOTO  KOHTPOJIIO  BCTAHOBJEHO, LU0 Jikapcekuii  3aci6 BRe3cHO B Ykpainy 3
AOTPHUMAHHSAM BuMOr 3aKOHOABCTBA LLOJO 3a0e3neUeHHs TKOCTI JiKapchKuX 3aco0iB.

AACOER 7
\_‘,ﬁ'\ Vin i :

W/ Bixrop MAXHOBEIIb

(ninmuc) (iniuiami ta npisBuiLe)




S.C. Rompharm Company S.R.L. ~ Romania, Ifov, 75100 Otopeni, St:. Eroitor, Nr. 1A.
CUL RO 14399646, RC: J231321/2004

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

Cepradikar aHanizy xingesoro npenapary Ne 2411081 Kon noxymenry Form code:
Certificate of analysis for finished product no. 2411081 CC-PelibCA-1431 F1 ed.3 rev. |
Tam6Gpo, pozuus ans iH'ekuilf, 10 2 MR B aMUYJIAX; 110 S aMIYA Y KOHTYPHIi]
HAPYHKOBIH YIIAKoBUi; Mo 1 koHTypuill wapyHkoBiil yrakonui 8 wopodui 3
Mpenapar Product KapToHy.
Tambro, solution for injection, 2 ml in ampoule;5 ampoules in a support; 1
support in cardboard pack.
BuyTpimniii koa Internal code | 345616100
Cepis Batch 2411081
Hara supodunursa 05.2024
Manufacturing date
Hpuaatuuiil no Expiry date 05.2026
Bupobuux Manufacturer K.T. Pomdpapm Komrani C.PJI., PymyHis
5.C. Rompharm Company S.R.L., Romania -
No . . .
N XapakTepHCTHKH HJonycrami meuxi MeToan KoOHTPOIO Pesyasratn
0 Characteristic Acceptance limits Control methods Results
Ilposopuit posuns (onajecueniis
He Oinpuwe MK cycnensil ; ; .
©  ole g s Buyrpirng meronnka | Bianosinae
[ Cuie nopiHsus 1)
Appearance Clear  solution not  more - .
o ( X Internal method Complies
opalescent  than the reference
solution )
MpaxTiumo Biabuul Bin BUAMMBNX s
: A o ) - in0n Bixnosinac
5 | Bupawmi aacrunrn HACTHHOK €ep. .'2.9.20
“ | Visible particles Practically  free  from  visible | Ph. Eur.) 2.9.20 Complies
impurities | e
5 | Koavoposicrs PO34UKH 4E€PBOHOrO KOALOPY €op. ©.12.2.2 Bianosinac
~ | Color Red solution Ph. Eur.i2.2.2 Complies
4 | Binnocua ryeruna 1037 — 1.057 €pp. 225 Binnorinae
Relative density ’ ’ Ph. Eur! 2.2.5 Complies
vH " €ap. $.12,2.3
5 (1 3,0-5,0 P . 2ns 3.9
pH Ph.Eur.'2.2.3
; He 6inbine 6000 >10 mxm i
Hepnanmi . . . ; [k
6 | wacruuiu/ amnyna Sub Not more than 6000 = 10 um Cep. #.'2.9.19
vi‘sillz le particies) ampoute | F1€ GHIbIIE 600 > 25 Micy Ph. Eur.' 2.9.19 29
' particie s Not more than 600 = 25 um
He menine 2 mp/amnyna Eap. ©.2.9.17
7 O6’cm, 0 BITSIFracThes 2.09
Extractable volume Not less than 2 ml/ ampoule Ph. Bur.'2.9.17 ‘
Airoui peyonuun Active substances
. test € (trrer® 0,5) XBIUTHEY
lz{:.lcm‘l-l(l)n};aum ) ese € (Inrgy20,5) minutes Binrorinac
faminy 2I0poxaopuc . Biaveni N , . .
A LA " s Hyrpinas meroaura | Complies
g | ldentification  Thiamine ﬂom6gnn CHEKIP A0 , e !
hydrochloride BHIPOBOBYBAHOMO POIUUHY i o e
PO3YMHY MOPIBHAHAS Internal method ]{u)m)ufr)m.
A similar spectrum for the test Complies
solution and the reference solution

Cropinxa 1 / 4

1 ) o A %ﬂ
/3x it VAHPE éig/) o At ALY 4/



[ Tol: +4 (921) 350 46 40; 300 77 80; 300 77 81
- Fax; 44 (021) 2504641, E-mail; office@rompharm.ro

. S.C. Rompharm Company S.R.L. - Romania, Hfov, 75100 Otopeni, Str. Eroilor, Nr. 1A,
T GULRO 14399546, BC: 423/1321/2004 )

Ceprudikar anasiisy xinuesoro npenapaty Ne 2411081
Certificate of analysis for finished product no. 2411081

Koa nokyMenTty Form code:
CC-PelibCA-1431 Fl ed.3 rev. ]

[ipenapar Product

KAPTOHY,

Tambpo, pozuns juis ek, no 2 M B aMITysiax; 0o 5 amnyl y KoHrypHii
YapYHKOBIH yNakoBui; no 1 KOHTYpHIA wapyHKOBIH ynakorii » xopoOui 3

Y ‘0, solution for injection, 2 ml in ampoule:5 ampoules in a support;
Tambro, solution for inject 2 ml le;5 ul pport; 1

support in cardboard pack.

Buyrpiuiiit o Internal code

345616100

Cepis Batch 2411081
Jara BupoGrnursa 05.2024
Manufacturing date

TMpuparnni no Expiry date 05.2026

Bupotnnk Manufacturer

K.T. Pomgapm Komnani C.PJL., Pymynis
S.C. Rompharm Company S.R.L., Romania

N . :
N XapakTepHCTHRY Jonyermmi meaxi MeToan KOHTPOAIO PesyinraTu
0 Characteristic Acceptance limits Control methods Resulty
traest € (trirer 0,5) XBrHHM
xeHtTndiKatisn I eest € (teaer 2 0,3) minutes Binnosigae
ner 1
Hipudorcuny eiopoxnopud | TioniGuni cnexTp ans Buytpiuss meroauxa | Complies
L " P 3 . - 3 .
7 |1 den fif iealion 4 BUTIPOBGOBYBAHOTO POIUMHY i e
Pyridoxine hydrochloride PO3HHHY [TOpiBHAMFHA Internal method Binnosinae
A similar spectrum for the test Complies
solution and the reference solution
triest & (trrert 0,5) XBUNMHHM
LaenTHpirauis triwst € (tnrg 2 0,5) minutes Bixnosinae
Lianokobanamin TloiGHH criekTp A Brytpinms meromrka | Complies
10| Identification BHNPOGOBYBAHOIO POILIHY i » , .
Cyanocobalamin POIUUHY NOPIBHAHHA Internal method anom;_m
e lomplies
A similar spectrum for the test Cioniy
solution and the reference solution
KinsricHe Buznavenust
Tiaminy eiopoxnopud, mé/ ; !
o ’ BHyTpillAs MeToANKa
11 ;{5‘:_ " 114,0 - 126,0 120,2
e . Internal merhod
Thiamine hydrochloride,
mg /2 ml
KinpkicHe BH3IHAMCHHS
[ipudorcuy By MCTOMLIKa
eiopoxnopud, me/ 2 FE MOREIAS
12 Jryin 95,0-105,0 100,6
o . Internal method
Pyridoxine hydrochloride,
mg/ 2 mi
Kinpkicue Bu3navcHus
Llianoxobanamin, .
i BHY TPILLHT METOAMKA
M2/ 2aa Bayry
13 A o 1,14 - 1,26 1,19
.".ssay , Internal method
Cyanocobalamin,
mg /2 ml

Jonomini peqosunu Excipients

14 I Ixenradgivauin

‘ tiest € (trarer® 0,5) XBHAMAN

Cropinka 2/ 4
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 Tol +4 {021) 350 46 40; 300 77 80; 300 77 81
i Fax: +4 (021) 3504641, E-mail: office@rompharm.ro

S,C. Rompharm Cempany SR.L. - Romania, fifov, 75100 Otopeni, Str. Eroilor, Nr. 1A,
S . CUL RO 14399646, RC: J23/1321/2004

Ceprudixar auanizy xingesoro npenapary Ne 2411081
Certificate of analysis for finished product no. 2411081

Kon nokymenry Form code:
CC-PelibCA-1431 Fl1 ed.3rev. |

Hpenapar Product

Tam0po, posunu 1ns iH'ekuii, 10 2 M3 B amnysiax; no 5 amnyn y KOHTYpHiH
HapyHkosit ynaxopui; no 1 koHTYpHill wapyHkosiil ynakosui B kopobui 3

KapTony.

Tambro, solution for injection, 2 ml in ampoule;5 ampoules in a support: |

support in cardboard pack:

Buyrpimuiii xop Internal code

345616100

Cepin Batch 2411081
Jara supobitursa 05.2024
Manufacturing date

Tpuaaruuii go Expiry date 05.2026

Bupobuux Manufacturer

K.T. Pom¢papm Komnani C.P.JI., Pymyﬁiﬂ
S.C. Rompharm Company S.R.L., Romania

Ne : .
N Xapakrepueruku Jonycrami mexi Meroan KoHTPOIIO Pesyapraris
5 Churacteristic Acceptance limits Control methods Results
Crupm bensuioguil (Riese & (topey0,5) minutes Complies
Identificatior i f Internal method
ification IlonpiGuuii cextp mis B i o
Benzyl alcohol e i | 3ianosinae
BHIPODOBYRAHOTO PO3HHHY i Complies
PO3UUHY ITOPIBHSIHHSA
A similar spectrum for the test
solution and the reference solution
tRiest & (trrer® 0,5) XBUANHM
. : ; Tst € (teper 20,8) minutes Biarnonigae
Inentndiranis ]‘%w 7 (l[f.,f (20,5) minutes Porpfis O (“;M i Jit:
: " : : OHIOHUHU CTIEKT b 'PULIHS A & Lomplies
15 | Tidoxainy 2iopoxaopud A 6 P . e !
& . . * ;! 3]
[dentification oHpe OByBa.Horo e Internal method Binnosinae
. 0 . < h . (eh
Lidocaine hydrochloride | PO3'MHY NOPIBHAHAS Comnlies
A similar spectrum for the fest ples
solution and the reference solution
Kinbxicne puzHavyenns
Crupm Geusunosuil, Buyrpiuisas meroanka
16 | m2 / 2 36,0 - 44,0 : 398
Assay Internal method
Benzyl alcohol, ma/2ml
Kinvkicue susnavueHus
Jhiooxainy 2iopoxnopuo, .
we / I Buyrpiwss MeToamnka
e S =
17 18,0 22,0 20,51
Assay , .
e ® ) Internal method
Lidocaine hydrochloride
mg/2ml
Cynposinni gomimkn, %
Related substances, %
- Momiwka A (2.6- He Ginsine uixk 0,01
CUMEURAHINIH AT O : < metei
; ) NMT 0,01 Buyrpiinas metoamka
Impurity 4 (2,6- BUABHCH IS
181 . N oF
dimethylaniline) <DL
. e n ] ) Internal method
- OvOb-sika iHougidyaivHa e Binbiue HOK 0,1
QoMmiuka NMT 0,1 < e
any individual impurity GUSIRHCHILSL
- CYMQA QOMIULOK Ie Ginbue nix 0,5 <DL

Cropinxa 3 /4




¢ Tk +4 (021) 350 46 40; 300 77 80; 300 77 81
¢ Fax: +4 (021) 350464 1. E-mail: office@rompharm.ro

S.C. Rompharm Compary S.R.L. - Romania, lifov, 75100 Otopeni, Str. Eroilor, Nr. 1A,
CUk RO 14393646, RC: J2M321/2004

Ceprudicar ananizy Kinnesoro npenaparty Ne 2411081

Certificate of analysis for finished product no. 2411081

Koa noxymeuty Form code:
CC-PelibCA-1431 F1 ed.3 rev. ]

[ipenapar Product

Tambpo, posunn aus iWeklif, No 2 M B aMIyJIax; 110 5 aMnysl y KOHTYpHifi
qapyHKOBIH ynakoBui; no 1 koHTypHill yapyHkogrili ynakosui B kopoSui 3

KapTroRy.

Tambro, solution for injection, 2 ml in ampoule;5 ampoules in a suppori; |

support in cardboard pack.

Buyrpiwwniii xon Internal code | 345616100
Cepint Batch 2411081
Ja Ta BU pPOGHHITRA 05.2024
Manufacturing date

puaarauit 1o Expiry date 05.2026

Bupotnux Manufacturer

K.T. Pom(apm Kommani C.P.J1., Pymynis
S.C. Rompharm Company S.R.L., Romania

Mo : N .
N XapaxrepuceTuin Honycrnmi mewi MeToan KOHTPOIIO Pesysnbrar
a Characteristic Acceptance limits Control methods Results

total impurities

Bakrepianbui
19 | enaoToKCHHH
Bacrerial endotoxins

NMT 0,5

< medci
GUSGHEHHS!

<DL

He 6inblue 60 MO/ 2 mi PO3UHHY
Juist iR eKuiss
NMT 60 EU/inl / 2 ml solution for

Cep. ®.12.6.14
Ph. Eur.! 2.6.14

<60 MO/ 2ma
(EU72ml)

injection
20 CrepnibHicTh CrepunbHnit €Bp. (D.i' 2.6.1 CrepuiibHui
Sterility Sterile Ph. Eur.' 2.6.1 Sterile
Kintesuit npenapar Binosinac / se-pigsoniare BuMoraM creuwdixanii npenapary

The finished product complies/ not-complies 1o specification requirements

JupexTop KoHTPOTIO SIKOCTI
Quality Conirol Director

Jorogiary Panyka
Logofutu Raluca

'~ pitoue Bupanss Esponieiicskol Mapmakonel
' the current edition of the European Pharmacopoeia

Cropinka 4 / 4




" ol: +4 (021) 350 45 40; 300 77 80; 300 77 81 5.C. Rompharm Company S.R L. - Romaria, lfov, 75100 Otopeni, Sir. Eroilor, Nr, 1A,

 Fax: +4 {021) 3504641 E-ruail: obice@romoharm (o e CUERO 14399546, RC: 1231132112004 SN -
Form code Koo gopmu: AC-Pelib-6_F35 ed 7

CONFORMITY CERTITICATE / CEPTUDIKAT BIAMNOBIAHOCTI

No No V32

Product Npodykuyin: Tambro, solution for injection, 2 ml in ampoule;$
ampoules in a support; 1 support in cardboard pack.
Tambpo, posuuH 07 iH'eryil, no 2 mn 8 amnynax; no
S amnyn y KoHmypHil apyHrosil ynakosyl, no 1
KOHMYPHIl YapyHKosill ynakosyi e Kopobuyi 3 KapmoHy

Composition of 1 ampulae (2ml) Ckacd Ha 1 amnyny (2 mn) Thiamine hydrochloride - 100 mg; Pyridoxine

Active substances Jirovi pevoguriu hydrochloride - 100 mg; Cyanocobalamin - 1,0 mg.

Tiantiny 2idpoxaopud — 100 me; Hipudorcuny
2idpoxnopud - 100 me; Lfianoxobananmin — 1 me.

Excipients JonomixHi pevyosuru Lidocaine hydrochloride, Benzyl alcohol, Potassium
hexacyanoferrate (111), Sodium hexametaphosphate,
Sodium hydroxide, Water for injection. /lidokaiHy
2idpoxnopud, cnupm beHaunosud, Kaio
2excayiaHogepam I, cekcamemadgpocgham Hampiio,
Hampiio 2idpoKcud, 600a o8 in’exyil.

Internal code Brympiwnil kod: 345616100

Importing country Imnopm 80 kpaiHu: - UKRAINE Ykpaina

MAH 3aseHuk: LLC “FORCE-PHARMA DISTRIBUTION™, Ukraine
TOB «POPC-DAPMA JHCTPHBIOULH», Yipaina

Marketing Authorization No Peecmpauiline nocgiduerns ¢ UA/20121/01/01

KpaiHi npusHayeHHA Na:

Batch No Cepisn Ne: 2411081

Manufacturing date Jama supobHuymaea: 05.2024

Expiry date Tepmin npudamrocmi: 05.2026

Quantity certified/ released Kinskicms supobruymsa: 26818

Quantity for sale/distribution Komepyilina rinskicme: 26795

Name, address of authorized manufacturing and control sites S.C. Rompharin Company S.R.L., Eroilor 1A, Otopeni, Hov,

Hatimerysorrs i adpeca dinsHulys 3 8UPOGHULMEA | KOHMPOMO 075100, Romania - Rompharm 1 and Rompharm 2 buildings

AKOCMI: K.T. Pomgpapm-Komnawi C.P.J1., 8yn. Epoinop Ne1A, m.

Omonens, 075100, okpye Inghos, PymyHia — 6ydigna
Pomepapm 1 i Pomehapm 2 ;
Manufacturing Authorisation Licence No for the manufacturing  1F
and control sites /liyensia Ha supoHULMEO dinsHuyl 6UPOBHUYMSE
ma KOHIMPoaK AKocmi Ne:
GMP Certificate(s) No for the manufacturing and control sites 025/2021/R0O, 026/2021/R0, 470/2024/C-942
Homep Cepmudbikamy(ia) GMP dinsHuuys eupobHuymea ma
KOHMPOsIO
Certificate of analysis No/date Cepmudbikam akocmi Ne/ dama: 2411081/ 21.06.2024

”"K'p-provcd processes Manufacture Bupo6Huymeo X
3ameepdiceni npoyecu Primary packaging (Mepsunre naxysaHHs X
' Marking MapkysaHHs X
’ Product quality control Konmpose akocmi npodyxuir X

Comments/ Notes/ Deviations
Komexmapi/ Mpumimuu/ BidxuneHns
[ 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(s) in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country or product specilication file
for Investigational Medicinal Products. The batch processing, packaging and analysis records were reviewed and (ound (0 be in
compliance with GMP.

Lum A 30C6i04y10, W0 BULLEBKA3QHA IHHOPMALIA € B0CMOBIpHOI ma moyHow. Lio cepilo npodyryii 6yno aupobaeto (8rmouaoyu
MAKYBAHHA/MAPKYBUHHA) MU IPOBEAEHO KOHMPO/IL i AKOCMI HO BUWE3A3HAYeHIl DinbHUYi y No8HIl 8IdNoeIdHIcmI 3 sumoeamu GMP,
BCMUHOBNCHUMU MICYEBUM DESYNAMOPHUM 0P2AHOM, (I MAKMK 8I0N08IdHo 30 cneyugikaylt, wo micmamecs y peeempayinomy
docee a60 mopzosill niuensii Kpainu-imnopmepa. flpomokonu supcbHUYMEd, NAKY8AHHA MA QHanizie By N
8CMAaH08neHo GidnogioHicms GMP. 7

Qualified Person name Im’n ma npizsuwie YnosHosaseHoi ocobu: Cristina Mihai
Issue date Jama nidnucarHn: 24.06.2024
Signature f7idnuc:

11



NEPKABHA CJIYXBA 3 JIKAPCBKUX 3ACObIB
TA KOHTPOJIO 3A HAPKOTUKAMMX y m. KHEBI

npoe. Hanii Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPTIOVY 37079055

BUCHOBOK
npo AKiCTh BBE3EHOIO B YxpaiHy JiKapcbKOro 3ac00y

03.07.2025 Ne 33285/25/26

TAMBPO

(HaliMeHyBaHH3 JIKAPCBKOTO 3aco0y 3rifHO 3 peecTpauifHHM NOCBiAUEHHM)
PO3UMH LJIsSt in’exmiil; mo 2 MJI pO34YHHY B ammyJii; mo S ammyJay KOHTYPHiil 4yapyHKoBiii
ynakosili, 1o 1 KoHTypHiii yapyHKOBiii ynaKoBui B KopoOui 3 KAPTOHY

(dopMa BUMYCKY, A03yBaHHI, BUI TaKy BAHH#A J1iKapCLKOro 3acoby)

Howmep peecTpauiifHoTo NoCBinIeHH s UA/20121/01/01 cTpok aii peecTpauiiinoro nocsimuenns 17.07.2028

Cepis nikapcskoro 3acody Ne 2418451 KinbKicTh BBE3EHOTO JiKapchKOTo 3300y 1064
BupoGHHIK K.T. Pompapm Kommnani C.P.J1., PymyHist
(nalimeHyBaHHA BHpOGHHKA JIIKApPChKOro 3acoQy, kpaina MOXOBKEHHS }
Bae3eHo B YKpaihy CriibHe YKPaiHCbKO-eCTOHChKE niznpueMcTBo y opMi TOBAPHCTEA
3 00MeKEeHOI0 BiANOBiIAIbLHICTIO "Onrima-®apm, JITA", inent. xoa:
21642228

(HajiMeHyBaHHA Ta KOA 38 €IPTIOY 1opuanuiof ocobu aGo Mpi3BULIE, iM'S, 1O Garbkosi QiznuHol
0coBH - MianpueMis, i Micue TpokHBaiibs Ta peccrpauiiiiii HOMED 061iKOBOT KAPTKY NIaTHUKA
nopatkis abo cepis T2 HOMCP nacnopra)

IIpoTOKOJ Bi3yalLHOr0 KOHTPOIIO sin 03.07.2025 Ne 2408/01 .10-25/2.

3a pesyibTaTaMM A€pKaBHOrO KOHTpOJIO  BCTAHOBJCHO, mo Jikapceguit 3aci6  BeeseHo B Vkpainy 3

AOTPHUMAHHAM BUMOT 3aKOHOJABCTBA IO 3a0e3NeHEHHA AKOCTI J1i bKHX 3ac00iB.

Miukona XOJIOAEHKO

{mianuc) (iniuiann Ta npi3BUILIE)

o
e |-

TRIAL MCDE - a valid license will remove this me
a valid license will remove this message. See the keywards property of this PDF for mare infarmation.



360 77 81 §.C. Rompharm Comgany S:R.L. - Romania, Hov, 75100 Otapen, St Ercitr, Nr. 1A

ol 44 021) 350 48 40; 300 77
offce@ompharm.c : CUL RO 14395648, RC: J231132112004

© Fax +4 (021) 3504641 E-mait:

Ceprudirar ananidy kinuesoro npenapaty Ne 2418451 Koa noxymenty Form code:
Certificate of onalysis for finished product no. 2418451 CC-PelibCA-1431 T'1 ed.3 rev. |
TamGpo, posuun amst 'ekuiit, 110 2 MJ B aMIYIRX; 0 5 aMiIyi Y KORTYPHIH
yapyHkopiit yrmaxosui; no 1 kowrypriit wapyskosiit ynakosui 8 kopodui 3
Mpenapar Product KAPTOHY,
Tumbro, solution for injection, 2 ml in ampoule;5 ampoules in a support; 1
support in cardboard pack,
Buyrpimniit won Internal code | 345616100
Cepin Batch 2418451
Jdara papoduHnursa 09.2024
Manufacturing date
puaaranii po Expiry date 09.2026
BupotGuur Manufacturer K.T. Pomdapm Komnaui C.PJL, Pymyuis
S.C. Rompharm Company S.R. L., Romania
Ne ; ; :
XaparTepucriuky Honycrmmi mewi Mevoaun KOHTPOAIO Pesyapraru
‘0 Characreristic Aceeptance limits Controf methods Results
Mposepuit pozuus (onanccueniis
pHe Oiaplic  Hibx y  cyenessil | . ; ;.
Orite nopiskams 1) Bryrpiwns meroauka | Bignosizac
| ’ g '
Appearaice Clear  solution  fnot  more . ,
APE : ) Trernal method Complies
opalescent  than  the  reference
solution 1)
TTparryano BinbH Bia BHAMMHX B s
5 | Buanwi wacrunxu YACTHHOK Cap. O 2.9.20 o
“ | Visible purticles Practically — free  from  visible | Ph. Bur' 2.9.20 Commlies
impurities -omphe
5 | Koaboposicrn PO3UMH HEPBOHOTD KOIHOPY Cap. $.'2.2.2 Bianosisae
| Color Red solution Ph. Eur) 2.2.2 Complies
Bianocua rycrana . €pp. @225 Biznosijae
4 ) % 1,037~ 1,057 C . % .
Relative density ‘ ’ Ph. Burt 2.2.5 Complies
5 pH 10 5.0 Crp. ©.12.2.3 40
pH ’ Ph. Eur'2.23
. He Ginbie 6000 210 Mxm n
Hepuanmi y ) . . s 123
& | onerniian anig.is.Sub Not more than 6000 2 10 um €ap. D.12.9,19
visible particles /“{‘";1;0“ e | e Gime 600 2 25 Mim Ph, Eur! 2.9.19 57
’ P ’ pot Not more than 600 = 25 um
He Merme 2 mfamnyna Cep. 0.72.9.17
7 OO0 cM, MO BUTIFACTLCSH X
nen + ) 7 " . . = 3
Extractable volume Not less than 2 ml/ ampoule Ph. Eur 2.9.17
Jitoui pevosuny Active substunces
, . . traet € (trrertt 0,5) XBUmIHH
ijl.eii'rll(l)i.!t)dlllil ) 18 povt € (1,“',,1{5.;/ f(},j) minutes Bianosigac
Taminy cidpoxaopuc : - oy TS A BT LA e fiog
. Ldentification  Thiamine ToaiGHuit cnekrp ans Bryrpimms meroauka | Complies
i resedh Torei BHOPOGOBY BAHOIO POZHHRAY i ) N
hydrochloride POSUIHY TOPiBHARHA Internal method Bionoaidae
A similar spectrm for the test Complies
solution and the reference solution

Cropinka | /4

{5{/, Od. O 2r %/

/ugu Ru .7 o CF



{ Tel: +4 (021) 350 46 40; 300 77 80; 200 77 85
Fax: +4 {021) 3504641, E-mai; officaBrompham.ro

S.C Ramgharm Company S.RL. - Romania, fov. 75100 Ologeni, St Erallor, Ne. 1A,

CUL: RO 14399648, RC: 3231132172004

Ceprudikar aHam'sy winuenoro npenapary Ne 2418451
Certificate of analysis for finished product no. 2418451

Kou noxymenry Form code:
CC-PelibCA~1431 F1 ed.d rev. |

Ilpenapar Product

Tam6po, pozunn ais iH'CKUif, 1o 2 Ma B aMnynax: no 5 amuyn y KOHTY PRI
uapyHxoBill ynaxosui: no 1 xowrypuiil sapyukosiii ynaxosui n xopoSui 3

KapTomy.

Tumbro, solution for injection, 2 ml in ampoule; 5 ampoules in a suppors; 1

support in cardboard puck.

Buytpimuiii xoa Internal code

345616100

Cepist Batch 2418451
Hdara supobunuraa 09.2024
Manufacturing date

Hpuaarunit no Expiry date 09.2026

Bupobnux Manufocturer

K.T. Pomdapy Komrani C.PJL, Pymynin
S.C. Rompharm Company S.R. L., Romania

Ne , ) ) 5
N Xapaxrepucrugn Jonycrumi ekt Meroan RowTpoaIo PesyavraTn
‘0 Characteristic Acceptance limits Control methods Results
froes & (trper:t 0,5) XBUAKHHM
lacuTndixauin Lt & (T 2+ 0,5) minutes Bixnosizac
3 % e 1 o7y H ) -~ « - g % vy )' 2 MCTQ] v _‘ 'm\y
0 /'71‘1)1,1().0-/\(,1,/.11_1 aiopoxaopud | Tlomdnmi CHERT] JUst Buyvpitwusa mevonuxa | Complic
If[‘”f“/"f”"”” A BUITPOGOBYBAHOIO POIMY | [ ! methad Binnosinac
Pyridoxine hydrochloricde POSUHIY NOPIBHANHS nternal metiioc (TI»LHO]RAMH(,
- . ‘ompliey
A similar spectrum for the fest =GRPHE
solution and the reference solution
troess € (trpert 0.5) XBuANHN
Ltenradicanin Irons & (thiy 2 0,5) minutes Binnosizac
of . . - # A‘ e % » \;«— 1 X \ 3 11 o v/.v} , 1‘\
n 1[1071{)1.«)6%7.10.41/11 Mopiduuii cniektp ans Buyrpimus metoauka | Complic
Identification BHNPOGOBYBAROIO POSHIHY | ; A Bianosi
A S . ernal metho: Bianosizac
(A,yanoc()bu'/amm PO3YHHY NOPIBHAHHA Hiernal melno: p '1 l”()ﬁ‘ 1ae
i ; . o8
A similar spectrum for the test QU
solution and the reference solution
Kinskicne susnavenns
Tiaxiny eidpoxacpud, me/ ' .
Sur Bryrpiuiss meroauka
[N 11401260 1189
Assay Internal method
L . g it el
Thiamine hydrochloride, )
me /2 ml
Kianricne suzuauenus
Hipudorkeuny Y
SiOpoRtopd, o I Buyrpimus Metoanka
8 S amis et 95,0~ 105.0 101.9
Assuy
5. oty » . Internal merhod
Pyridoxine hydrochloride,
mg /2 ml
Kianxiche BU3HayeHnn
Liianoxotarasin, .
A, Bryrpiiiusg MeToamka
~ | M2 2MA -
13 114126 19

Assay
Cyanocobalamin,
mg /2 ml

Internal method

Jonomikni penosunm Excipients

14 | Inenrudirauis

l traet € (R rett 0,53 xsuaing

Cropinka 2 /7 4

i

Buytpitinsg mMeTosiika | Bianosinae




 Tol: +4 {021) 350 46 40; 300 77 80; 300 77 81
| Fax: +4 {021) 3504641, E-mail, cffica@rompharm.re

5.C. Rompharm Gompany S.R.L, - Homana, lilov, 75100 Olopeni, Str. Erailor, Nr. 1A,
. CUERO 143959646, RC: J23/1321/2004

Ceprudixar ananizy kinuesoro npeapary Ne 2418451

Kon nokymesry Form code:

Certificate of analysis for finished product no, 2418451

CC-PelibCA-1431

F1 ed3rev. |

Mpemapar Product

TamGpo, posuny ans in'exitiil, 10 2 M B amMrynax; no 5 aMinyll y KOHTYpHIi
yapyHkoBil ynacosui; no | koutypuiit sapyuxkosiii ynaxkosui B xopo@ui :

KapToHy.

A
3

Tambro, solution for injection, 2 ml in ampoule;3 ampoules in a support; 1

support in cardboard pack.

Buytpiunill xog Internal code

345616100

Cepis Batch

2418451

dara supoduiursa
Manufacturing dote

09.2024

ipunarnnii no Expiry date

09.2026

BupotGuux Manufacturer

KT, Pomgapm Komnani C.PJL, Pymynin
S.C. Romphearm Company S.R. L., Romania

Ne

N XapakrepueTniy Honyerumi Mmeski Merojan ROHTPOIIO Pesyabrati
Claracteristic Acceptance limits Controf methods Results
0 I
Crnupm beHzin06un frnest € (inger #0,5) minutes Complies
Hdentification : & Internal method
ifica [Tomibuui criexrp ins LT,
Benzyl alcohol EOBVEANOFD. BOAUHILY | Bianosizae
BANPOGOBYBAHOIO PO3UMHY | Complies
POIMHHY NOPIBHAHHSA
A similar spectrum for the test
solution and the reference solution
tRaeew & (tRpert 0,5) XBHANBN
Inenrndikauis I € (tnne 20,3) minutes Bianorinae
s Lo [ToniGHuil criekTp s Buyrpihwns merouuka | Complies
15 | Aidokainy 2idpoxiopud .
. Identification BUIPOOOBYBAHOTO POIUKHY |
Lid(;c";;xine hydrochloride pRSHMHEY ”Qp“""”‘”F i Internal method g“,{molﬁ‘l),u‘ac
A similar spectrum for the test ompies
solution and the reference solution
KiabricHe BHINAYCHHS
Crupim 6ensuaosui, Buyrpitiss MeToiKa
16 | ate 7 2ma 36,0 - 44,0 40,4
Assay Internal method
Benzyl alcohol, mg/2ml
Kinpricae Buznavenss
Jidorainy 2iopoxaopud, )
e / D Bryrpiusis Meroanka
M Lsils . - -
17 18,0220 20,63
Assay .
. ) . Iniernal method
Lidocaine hydrochloride
mg/2ml
Cynposiani gominy, %
Related substances, %
- Hosiwwa A (2,6~ He Hinbiue uix 0,01
Quatenmuaaniaing NMT . < Mencl
, 4 NMT 0,01 Buyrpiug meroguka )
8 Impurity 4 (2,6~ quAGACHHS
<DL

dimethylaniling)

- GYOb-siKe IHOUGIAYaILHa
domiuica

any individual impurity

- CIMA QOMIUOR

He Sibiue wix 0,1
NMT O

e Binslue nix 0,5

Internal method

< Medici
GUSGIEHIHA
<DI.

Cropiuka 3 /4




. Tol +4 {021) 350 46 40 300 77 80, 300 7781
[ Fax: +4 (021) 3504847, E-mail: offce@rompharm.

§.C. Rompharm Company S.R.L. - Romania, Hoy, 75100 Olopars, St Eroiior, Nr 1A,

Cepridinar ananizy winnesore npenapary Ne 2418451
Certificate of analysis for finished product no. 2418451

Kon noxymenry Form code:

CC-PelibCA-1431 Fl ed.3 rev. |

Mpenapar Product

TamOGpo, posumy s ek, mo 2 M B avMnysax; 1o 5 amMnyn y KoHTypiii
HapyHkosiit ynaxosui: no | kowrypuiit wapyuxosiii ynakosui s xopodui 3

KAPTOHY.

Tambro, solution for injection, 2 ml in ampoute, 5 ampoules in a support; |

support in cardboard pack.

Bryrpimniii wou internal code

345616100

Cepist Batch

2418451

Hara supobuunrsa
Manufacturing date

09.2024

Npuaarasit a0 Expiry date

09.2026

Bupobuux Manufacturer

KT, Pomdapm Komnani C.P.J1., Pymynis

S.C. Rompharnt Company S.R.L., Romania

l\/s XaparTepuceruk Honyerumi mexi Meroiu ROHTPOIO Pesyanrati
40 Characteristic Acceptance limits Controt methods Results
total impurities NMT 0,5
SMET
GURGHCHHA
<D
Barkrepiaasni He ():iJ'l‘blI.IC\“(?Q MO /2 ma posunny . . y
R T — A i’ e ‘ Cep. @ 2.0».!4 ‘:‘:'_(f)Q i’\f[(,)/..?.r!.’,'l
N .y NMT 60 EU/ml 7 2 ml solution for | Ph. Eur! 2.6.14 (EL72ml)
Bacterial endotoxings e o :
injection
20 CrepuapticTs QT's'cpx«lslillx-aiii Crp. (Dﬁ_ 2.6.5 Crepuanani
Steriliny Sterile Ph. BEur!' 2.6.7 Sterile

Kinuesuil npenapar sianorinac / se-signosizae puMoran cneundikauii npenapary
The finished product complies/ not-complies 10 specification requirements

JupexTop KOHTPOJII0 sIRoCT

Quality Control Director

Logofatu Raluca

Jorodary Pasyra

03.10.2024

T ptitove BuAaMHs € sponeiicskol hapmakonel
‘— the current edition of the European Pharmacopocia

Cropinka 4 / 4




| Yot +4 (021) 360 46 4; 300 77 80; 330 77 &1 ’ N
i+ Fax: #4 {021} 350464 1. E-misil; office@romphanmere

CONFORMITY CERTIFICATE
No Ne v3
Product Mpodykyin:

Composition of 1 ampulae (2ml) Ckrad Ha 1 amnyny (2 mn)
Active substances Jioyi peqosuHu

Excipients Jortomiicsi pe4osunu

Internal code Brympiwnil kod:
Importing country /mropm do kpaitu:
MAH 3aseHuk:

Marketing Authorization No Peecmpayiline nocgjduerns 6
KPOiHi pUsHateHHs No:

Batch No Cepis Ne:

Manufacturing date fJoma supobruymea:

Expiry date  Tepmin npudammocmi:

Quantity certified/ released  Kinskicme supoGruymaea:
Quantity for sale/distribution Komepuyilina kinexicme:

Name, address of authorized manufacturing and conuol sites
Haldmenysarna i adpeca dinsHuys 3 BUPOBHUYMEA | KOHMPONIO
AKOCITN.

8.C. Rompharen Company SR
- CUL RO 14399646, RC; 423! 132172004

- Romania, filov, 75100 Olapeni, Str. Exailat, Nr. 14,

Form code Kod cpopmu: AC-Pelib-6_F5 ed 7

/ CEPTUBIKAT BIANOBIAHOCTI

Tambro, solution for injection, 2 ml in ampoule;3
ampoules in a support; 1 support in cardboard pack.
Tambpe, pozsun 0na iH'eryil, Mo 2 mna 8 amriynax; no
5 amnya y koumypnill vapyrkosild ynorosul; no 1
KoHmMypHil wapyrkosill ynarosyi 8 kopoBui 3 kupmowy
Thiamine hydrochloride — 100 mg; Pyridoxine
hydrochloride ~ 100 mg; Cyanocobalamin - 1,0 mg.
Tictiny 2idposiopud — 100 ma; Mipudoemiy
2iopoxaopud ~ 100 me; Llianokobaramin - | Mz,
Lidocaine hydrochloride, Benzyl alcohol, Potassium
hexacyanoferrate (111), Sodium hexametaphosphate,
Sodium hydroxide, Water for injection. /lidokainy
2idpoxnopud, cnupm Bensunosul, KA
2ercoyionogepam i, zekcamemagocdam Hampii,
Hampiio 2idporcud, 800a 0114 iH'ekyil.

345616100

UKRAINE Ykpoina

LLC "FORCE-PHARMA DISTRIBUTION”, Ukraine
TOB «QOPC-PAPMA AHCTPHBIOUIH», Yipaina
UA20121/01/01

3

2418451

09.2024

09.2026

21.574

21.351

S.¢. Rompharm Company S.R.L., Eroifor A, Otopent, Hiov,
075100. Romania - Rompharm 1 and Rompharm 2 buildings
K.T. Pomdpapm Komnani C.R.J., gyn. Epoinop Ne1A, m.

Omonens, 075100, oxpye inos, Pysywis - Bydiens
Pomebapm 1 i Pomepapm 2
Manufacturing Authorisation Licence No for the manufactaring  1F
and control sites Siyedsia Ha supobruymaeo JinbHulfi supobHULMBY
Ma KOHMPOMoe RKOCMI Ne:
GMP Certificate(s) No for the manufacturing and control sites
Homep Cepmudsiramy(is) GMP dinsruye supobruymea mea
ROHIMPOLIO
Centificate of analysis No/date Cepmutbikam akocmi Ne/ duma:

015/2023/R0, 016/2023/R0O, 470:22024/C-942

2418451 /03.10.2024

Approved processes Manufacture Bupobruymaeo X
! 3amaepdiceri npoecu Primary packaging llepaunme naxysaHHa X
§ Marking Mapxyearis X
f Product quality control Kowmpons akocmi npodykugii X

Comments/ Notes/ Deviations

Komenmapi/ Npumimiu/ Bidxunedna

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packagingAlabelling and quality control at the above mentioned site(s) in full compliance wilh the GMP requirements of the loval
Regulatory Authority and with the spcctf&uumn\ in the Marketing Authorisation of (he importing, country or produel specification file
for Investigational Medicinal Products. The batch processing, packaging and analysis records were reviewed and found to be in
comphiance with GMP.

Lt 5 3ac8i0NYH0, IO BUILERKAITHE IHHCPMOaYA € JOCmOsiBHa Mo Moo, Lo cepio npodykuii Byno aupobneno (rkmouao4y
MaKYRUHHA/MADKYSAHHA) MO NPOGEALHD KOHIMIPOAL IT SROCIME HO due3a3Hauenill dinsHuyiy noeHid aidnoeidnicmi 3 gumozamu GMF,
BCMAHOBAEHUIMU MICURBUM DEYARMOPHUM OP2AHOM, O MaKoXt 8idnoeidno do cneyudikayit, wo MICMAMGCA Y peecmpatiilivomy
docee abo mopeositt aiyensii kpaivu-imaopmepa. [pomokony 8upoBHUUMEn, NORY8OHHA ma mn;fa fgfﬂq\nepeenﬁﬁyn"o ma
8CMAHOBACHD BI0NOGIGHICML GMP. K % J§ ' g\\

Issue date Joma nidnucanns,
Signature fTidnuc:
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