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JEPKABHA CJIYXKBA 3 IIKAPCHKHX 3ACOEIRB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

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

BACHOBOK

Npo SAKICTHL BBE3CHOrO B Ykpainy nikapeskoro 3acoGy

e - 29429093 Ne 67472/23/26

TEPBIHOPM

(HaitMeHyBaKHS nikapcekoro 3acoly 3riano 3 pacc'rpauig;;um MoCBiAYEHHAM)
TabJieTku no 250 Mr; no 7 rabaerou Y baicrepi; mo 2 6.31ic'regﬂ B KAPTOHHI KOpoobui

(hopsa BHITyCKy, KO3yBAHHS, BII NAKYBAHRAA TIKAPCEKOTO 3acoby)

Homep peectpauiiisoro nocsiguenns UA/13367/02/01 CTPOK Aii peecTpauiifHoro nocsiguenns HeoOMeKeH i

Cepis smikapcbkoro 3acoby Ne 231343 Kinskicte BBe3eHoro nikapcukoro 3acoby 4774
BupoGux _K.O. CJIABISI DAPM C.PJL, PymyHis ¢
' (HaiiMenyBanis BUPOOHHKE AIKApCHKOT0 3aco0y, KpaiHa TOXO/UKEHHS)
BeeseHo B Vkpainy ToBapuerso 3 o6mexenoro BigmosinaibHicTIO "BIIYC ®APMA",
_inent. xox: 43821180

(HalMeryBaHHS Ta Koz 38 EAPTIOY opuanutioi ocobH 260 npisnuLe, iM's, no GaTEkoBi dizuunor
ocolu - mignpuemus, i micue MPOXHBaHHA Ta peecTpauiiinuit Homep o6nikool KapTKH MiaTHHKa
nofarkis aGo cepis Ta Homep nacnopra)

IIpoTokon Bisyansuoroe konrpomo six 27.12.2023 Ne 4162/10.

3a pesyasTatamu ACPKABHOrO  KOHTPONIO  BCTAHOBAGHO, 110 nikapcekudt  3aci6  BBeseHO B Ykpainy ‘3

AOTPHMMAHHSM BUMOT 3aKOHOABCTEA oo 3abe3neueHts AKOCTI n HX 3aco0iB.

ray/

Mukona XOJIOOAEHKO

(iniuiasnum Ta npiseuue)




SLAVIA PHAm

CERTIFICATE OF ANALYSIS No.2587
- CEPTH®DIKAT AKOCTI
Product name: TERBINORM
Hazea npodyxmy: TEPKIHOPM
Pharmaceutical form, tablets 250 mg; 7 tablets in a blister; 2 blisters together with. a leaflet in a
package type and size: carton box
Jixapcora gopma, mun ma mabnemiu 1o 250 mz; no 7 mabnemox’y 6nicmepi; no 2 bnicmepu pazom 3
. pORMID PHAROEKU: iHempykyicio Ons MEOUYHO20 3aCMOCYBAHIA Y xapmonri Kopobyi.
Dosage / potency: Terbinafine (as hydrochloride) 250 mg
Hoza / cuna 9ii: Tepbinagdiny (y opmi 2idpoxnoondy) 250 mz

Registration certificate:
Peecmpayiiine nocgiouenns.
Batch no.:

Manufactured by 8.C. SLAVIA PHARM S.R.L.
Location: Boulevard Theodor Pallady Ne 44 C, sector 3,

(32266, Bucharést, Romania
License: 43F

Bupobneno: K.Q, Cnasis @apm C.P.JL
Micnesuaxomkers: Bynssap Teonop Iannani Ne 44 C,
Cexrop 3, 032266, EyxapecT; PymyHis

Hivewsis; 43 F

UA/13367/02/01

N cepi: 231343
1%2;:::;2;& 4 817 packages/ynaxogox
Manufacture date: ' 102023
Hama eupobruymea.
Expiry date: 002026
Tepmin npudamnocmi: )
TEST LIMIT RESULT
Hoxazuuxu sxocmi Hopuysarns Pezynomam
Description Round flat tablets from white to yellowish-white color | Conform
Onuc Kpyani nnocxi mabnemxu 8id 6inozo do scosmysamo- Bionosioae
. 6inozo KonBOPY
Xdentification The retention time of the major peak in the Conform
chromatogram of the test solution corresponds to that
- in the chromatogram of the reference solution
Idenmudbirayis Yac ympumyeauns OCHO8HO20 NIKY HA XPOMAMOZPAMI Bionoegioac
BOCRIOICYEAHO20 POFUUHY §IONOGIOAE MAKOMY JiC KA
XpomMamozpami EMAIOHHOZ0 DO3UUHY.
Average weight 380.0-420.0 mg 403.7 mg (m2)
Cepeons maca 380.0-420.0 mz
Uniformity of weight 18720+ 5 % Conform
Oonopidnicme macu 2720+ 10 % Bionosidae
Uniformity of dosage units
OoHopidnicms 003060HUX AV <15 AV=3.9
0OUHUYY
Dissolution not less than 80 % (Q) in 30 minutes 823 %
Poszuunenns ye menwe 80 % (Q) sa 30 xunun '
Related substances
Cynpogioni domiuxu
- impurity B not more than 0.2 %
~ Qomiwixa B e Gincwe 0,2 % 0.05 %
- any unknown impurity not more than 0.1 %
- 6yOb-aKa Hegidoma ne Ginvwe 0,1 % 0.05 %
OoMItUKA
- total impurities not more than 0.5 % Conform
- cyma SOMIHOK ne 6imvuie 0,5 % Bionogidae




Manufactured by S.C. SLAVIA PHARM S.R 1.
Location: Boulevard Theodor Pallady Ne 44 C, sector 3,
032266, Bucharest, Romania
License: 43F

SI.AV‘A PHAm

Bupobdneno: K.O. Caasia ®apw C.PJL
MicnesHaxomienns: Byassap Teogop Hammagi Ne 44 C,
Cexrop 3, 032266, Byxapect, PymyHin

Jliuensia; 43 F
| TEST | LIMIT RESULT
THoxasnuru axocmi Hopmysans | Pezynomanm
~Assay. of terbinafine 237.5-262.5 mg/tabl. (95-105 %) 251,19 mg/tabl.
| Kinvricre susnavenns (ma/mabn.)
| mepbinaciny 237.5-262.5 me/mabn. (95-105 %) 100.48 %
Microbiological quality |
Mixpobionoziuna wucmoma |
- TAMC not more than 1000 CFU/g <10 CFU/g (KYO/2)
o TR ne Ginvwe 1000 KYO/2
- TYMC not more than 100 CFU/g <10 CFU/g (KYO/2)
e binvuie 100 KYO/2
- Escherichia coli absentinl g Absent (Bidcymri)
giocymnig 12

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is
manufactured (packaging/labelling included) under the quality control on the abovementioned manufacturing
site in _full conformity with the GMP requirements, established by the regulatory agency of Romania as well as
with the specification and control methods of the analytic-normative documentation, registered in Ukraine: The
protocols of manufacture, packaging and analysis are reviewed; conformity with the GMP is established.

Llum 51 3ac8idYYI0, U0 REPEPAX08ana auye iHpopmayia € OOCMOBIPHOIO 1 MOYHOI. LI cepia npodyxyii 6yna
GUZOMOBNECHA  (BITIOYAIOYU NAKYBAHHS [ MADKYEAHHS) 3 NPOBEOEHHAM KOHIMPONIO AKOCMi HA GUWEBKAZAHIH
gupobruuiil Oineruyi 8 nosuil ionosionocmi 3 gumozamy GMP, 6CHAHOGNEHUMY Pe2YRAMOPHUM OpedHOM Pymyrit
a maxoxc y gidnosidnocmi 3i creyudixayiero | memodamu KOHMPOMO AKOCHH (MEA), 3apeccmposanmi 8
Vupaini, pomokonu supobruymea, ynaxosky ma ananisie Oynu nepeanaHymi ma CIaHOBNEHO GIONOBIOKRICb
GMP., |

Sur};dme and position of person, approving batch release fo market  Quality Control Manager: Lucian Postelnicu
IIpiseutye ma nocada / seanus ocobu, axa euoana 0o3sin Menedoicep 3 xoumponio axocmi: JIoan IlocmenvHiKy
Ha 8UHYCK cepil

Signature and date, stamp
Hionue ma dama nidnucauns, nevamua / wmamn

Wl P02




