JEPKABHA CJIVIKBA 3 TIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHKIM OBJIACTI

npos. Caitanunoi Hanii, 3, m.Kuip, 02099, ter/dakc: (044) 363-06-30
E-mail: dis.ko@dls.gov.ua, Kog €/PIIOY 37078774

BHCHOBOK __
npo AKICTH BE€3€HOr0 B YKpaiHy JiKapchKoro 3acody

20.02.2024 Ne 5607/24/10

(HaliMeHyBaHHA NKapCLKOrO 3400y 3riiHO 3 PEECTPALiiHUM HOCBITIEHHEAM)
Tabyerkd mo 50 Mr mo 5 Tabaerokr y 6aicrepi; mo 1 6J110Tew KAPTOHH RJ){}ﬁm

(bopma sHITycKy, JO3YEAHHA, BHA TAKyBaHHA JiKapchkoro 3acofy)

‘Homep peectpauiiinoro nocsiagenns UA/8430/01/01 crpoxk afi peectpauiitnoro nocsiguenrs 01.01.2099

Cepis nixapcskoro 3acoby Ne 212133 Kinexicrh BRe3eHOI0 gikapebkoro 3acody 1920
Bupobuux _Snpas-l aneHChKHUi Haﬁopampm L0, XOpPBaTid
(HaiveHyBaHHA BHpobHMKA HikapceROro 3acoby, kpaina HDKDH}KEHHH)
Baeseno B Yrpainy CninbHe YKpaiHCBLKO-eCTOHCEKE IANPHEMETRO Vv dopMi TOBapUCTBa
3 o0MexeHo¥0 BignmoBizannuicTo 'OnriMma-®apm, JITA", inent. xon:
21642228

(HaiiMenysannst Ta kof 32 €APIIOY iopuauanoi ocobn abo npiseurue, iM's, mo Gatokosi disyrol
ocolu - mianpaeMus, i Micite NPOXKMBAHHA T4 PEECTPALIHKHI HOMEP 00MiKOBOI KAPTKH IUIATHHKA
NOAATKIB ab0 cepld Ta HOMED IIACHOPTA)

Tiporoxon sisyanmiore Kourpono six 16.02.2024 Ne 0092/3.

3a  pesyabTATAMH JEPXKABHOIO KOHTPOMIO BCTAHOBNEHO, 10 JIKApChKMit 3aci0. BBeseHo § Yrpainy 3
JOTPUMAHHSAM BUMOT 33aKOHOJABCTR2 00 326e3NeueRH s AKOCTI HiKapChKHX 3acobiB.

;:"?Hna KJII’ EBA
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Product name:

Ha3ea AiKapcbKoro 3acoby:

Registration certificate in Ukraine:

PeectpauiiiHe nocpigyeHHA 8
YKpaiui:

Strength/Activity:

Cuna git/aktusnHicts:

The size and type of packaging:
Po3mip i BUa nakysamHHA:

The dosage form:

JlikapcoKa dopma:

Country - producer:

KpaiHa - BUpobHUK; |
Manufacturer & Quality control:
BUPOBHUK Ta KOHTpOAL AROCTE:
Confirmation of GMP certificate:
BUcHOROK BiANOBIAHOCTI
BUPODHULUTBA BMOram GMP:
Manufacturing license:

TiteH3ia Ha supobHULTBO:

Fa

DRAMINA

tablets 50 mg, S tablets in blister: 1 biister in-a cardboard box
OPAMIHA®

TabneTkn no 50 mr no 5 TabAeTok y BAicTepi; no 1 6nictepy y KapTORHIMN

Kopobui
Ne UA/8430/01/01 validity is unlimited
‘Ne UA/8430/01/01 Tepmin aii HeobmemeHni

1 tablet contains 50 mg of dimenhydrinate

1 TabneTka MiCcTUTL anmeHriapvHaTy SO mr

5 tablets in blister; 1 blister in a cardboard box

no 5 tabneTok y 6aicTepi; no-1 6aictepy ¥ KaPTOHHIH 'Htjpoﬁ'u,i'
tablets 50 mg

TabneTku no 50 mr

Croatia Country of destination: Ukraine
XopeaTia KpalHa Npr3HadYeHHA: ‘Ykpaina
'.Jadran-Ga'I'eriski'L‘abt‘srattjrij d.d., Sviino-20, 51000 Rijeka; Croatia
‘Aapan-TaneHcbkid NabopaTopin a.4., CeinbHo 20, 51000 Pieka, Xopeatia
‘Ne 023/2024/C-65 dtd. 19.01.2024

Ne 023/2024/C-65 sig 19.01.2024

UP/1-530-01/13-03/09 dtd. 17.05.2022
UP/1:530-01/13-03/09 eig 17.05.2022

Batch: 212133 Batch size: 28.475
Cepin: 212133 Poamip cepii: 28.475
Date of manufacture: 08.2023. Exp. date: 08.2028.
Data BupobHuurea: 08.2023. NpuaatHuil oo: 08.2028.

CERTIFICATE Ng 170000034953
CEPTU®DIKAT Ne 170000034953

PARAM ETE RS

REQUIREMENTS | RESULT; e

NAPAMETPI BUMOTH PE3Y/IbTATH
CHARACTERS Plane tablets of white colour, round form, with facets and break Complies
(Visual) line on one surface.
onuc Kpyrai naocki 1abnetkn Binoro koabopy 3 dackamu Ta pucKor 3 Bignosinae
{BizyancHun} 0AHOT0 BoKY. |
DIAMETER!? 9.0 mm +£0.1 mm {from 8.9 mm - 9.1 mm) 9.03-9.05 mm
{metrical)

AIAMETP? 9,0 mm 0,1 mm (Big 8,9 Mm 40 9,1 mm) 9.03-6.05 mm.
{MeTpKUYHO) | )
THICKNESS? 3.0mm* 0.2 mm {from 2.80 mm to 3.20 mm}) 2.80-2.88 mm
(metrical}
BUCOTA!® 3,0 mm £ 0,2 mm:(Big 2,80 mm 80 3,20 mm) 2.80-2.88 mm
(MEeTPUYHE) | o
AVERAGE MASS 0.230g+0.0115 g(from0.2185g t0 0.2415 g) (0.2289 ¢
(Ph. Eur. 2.8.5)
CEPEAHA MACA 0,230 r +0,0115T {8if 0,2185 1 A6 0,2415f) 0.2289r
(Esp. Papm. 2.9.5) '
UNIFORMITY OF MASS +7,5% {2 of 20 tablets can be + 15 m -2,3;+1,9%
W
(Ph..Eur. 2.9.5}. | / N\ N
BIAXUNEHHR MACH +7,5%. (8 2 TabheTrax 3.20 mfue -nr 3 ﬂ' %& \ -2,3,+1,9%
(Esp. Papm. 2.9.5) ;/ &
DISINTEGRATION? Not more than 15 mlnute ""‘ " mgﬁ* - \ 2 min
JADRAN - GALENSKI LABORATORIJ d.d. = 51000 RIJEKA &% %W 2 FUE5 51 660 700> www.jql.hr
Drarhina tablets 50 mg N5 - 212133-UA &?«ﬂ% ﬁj 173
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(Ph. Eur, 2.9.1)

PO3NAOAHHA? He Ginbuse 15 XxBuAnH 2 XBY

(€ep. Papm. 2.9.1)

FRIABILITY? Not more than 2,5 % 0,03-0,04 %
(Ph. Eur, 2.9.7}

CTUPAHICTH? He Ginbwe 2,5 % 0,03-0,04 %
(€ap. Papm. 2.9.7) |

WATER CONTENT Not more than 6,5 % 4,4 %

(Ph. Eur..2.8.12)

i BU3HAYEHHA BONOTU He Ginbwe 6,5 % 4,4%
{€ap. Papm. 2.5.12} 1 |
UNIFORMITY OF DOSAGE UNITS AV £15.0 5,0
{UNIFORMITY OF CONTENT)

{Ph. Eur..2,9.40)

1 OGHOPIAHICTD LO30BAHMX |- 3HAYEHHA NOK3HUKE NPUAMANBHOFD Yicna (AV)Y cknagae He 15,0
OANHALL ~ ORHOPIAKICTD 1 Binevwe 15,0

| MACH
{E€sp. Papm. 2.9.40) e
DISSOLUTION Not less than 75.0 % {Q) in 45 minutes 96-99 %
{(UV-spectrophotormetry)

PO3UMHEHHA Yepes 45 XBUAKH NOBUHHO PO3YUHUTUCE He MeHLe 75 % {Q)eipg | 96:99%
(YO-cnexkTpodoromerpin) 33ABNEHOT KINLKOCT] _
IDENTIFICATION OF 1. The retention time of the 8-chlorotheophylline and Compilies
DIMENHYDRINATE diphenhydramine in the chromatogram obtained with the test
(1. HPLC, solution for identification must complies to the retention time of
the characteristic peaks in the chromatogram obtained with the
reference solution for identification.
2. UV-spectrophotometry) 2. Sample and reference solutions.show maximumof absorbance Complies
at about 276 nm.
IAEHTUDIKAYIA 1. Yac yrpumysanna niry 8-xnopTeodininy i Anderrigpaminy Ha Bianosigas
AVMMENTIOPUHATY XpoMmavorpami sunpobyBaHOro posunKHy NOBKHeH. siANoBigaTH
1 (1. BEPX, Hacy yTpuMyBaHHs XxapaKkTepHMx RiKis Ha XxpomaTtorpami PO3YMHY
NOpPiBHAHRHA.
2. YP-cnektpodioTomeTpin) 2. CneKTp po3unHy 3paska 1a YO cnekp POSUYMHY CTaHAapTY B8 Bignosigae
| 1 yMOBax NPOBEAGHHA KINbKICHOrO BM3HAUSHHA NOKA3YIOTL
o ) _MEKCUMYM MOrAKHAHHA NPW A0BMUHI XBUAT 276 HM. |

1 ASSAY OF DIMENHYDRINATE 195.0 % - 105.0 % of the stated amount 97.8 %
{UV-spectrophotometry) {47,5—-52,5 mg/tabl,) 48.9 mg/tabl.

| KMTbKICHE BU3HAYEHHA 812 95% no 105 % Bla 3a88A€HOT KinbRocTi 97.8 %
OVUMEHTIAPUHATY 1 (47,5~ 52,5 mr/Tabn.) 48.9 mr/rabn,
{Y®-cnextpodoTomerpis) |

i RELATED SUBSTANCES Theophylline — not more than 0.5 % <0.01 %

- Imgurity A — not more than 0.1 % <0.02 %
Ph. Eur. Diphenhydramine imp. —nat' more than 0.5% 0.12%
Benzhydrol — not more than 0.5 % <0.03 %
Benzophenone — not more thar 0.5 % <0.03 %
| Unknown impurity-single —not more than 0.1 % 0.05 %
j§ Total unknown imipurities — not more than 0.5 % 0.05%
| Sum of all impurities — not more than 2.0 % 017 %
Teodinin — ne Ginbuse 0,5 %; < 0,01 %
flomika A ~ He Binse 0,1 %: <(3,02 %
€6p. ®apm. gudenriapaminy nomilika A— He Binbive 0,5 %; 0,12 %
- bensrigpone - He Ginbwe 0,5 %: 1 =G,03 %
benzodeHoH ~ He Binbuwe 0,5 %: <0,03 %
QanHUYHI He iaeHTMGIKOBaRT AOMILUKM — He Binble 0,1 % 1 0.05%
Cyma He iReHTUOIKOBIHUX AOMILLIOK — He Bifbile 0,5.%; 0.05%
______ 1 Bei- 40MmiKM cymapHo — Re Binbwe 2,0 %, 10,17%

JADRAN GALENSKI LABORATOR]J d.d. = 51000 RIJEKA o Svilno 20 = CROATIA
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MICROBIOLOGICAL PURITY* Total aerobic microbial count (TAMC): not more than 103 CFU/g complies

(Ph. Eur. 2.6.12, 2.6.13) ‘Total combined yeasts/moulds count {TYMC): not more than 10?
| CFU/g |
Escherichia coli: absentinlg
MIKPOBIONOTIHMHA YUCTOTA* 3arasibHa KineKicTb mikpoopraHiamie B r: Bifnosigae
(Esp. Gapm. 2.6.12, 2.6.13) - He Binpwe 103 aepobhmux Gaxrepii; |

- He Ginslie 10? rpubis;

| - Biacyrricte Escherichia colf o
* The test is carried out onte per year / BunpoBysaHHa nposoanTLCA OAMH pa3 Ha Pik
1 Examine as process control / KOHTpON0EThCA B npoueci supobHUUTE]

‘Certification statement. | hereby certify that information above is correct and precise. This batch was manufactured {ail production
stages including packing and marking) and quality controlled in exact compliance to the GMP guidelines implemented by local
regulatory body as weil as specification included into the registration dossier.

Protocols of packing and analysis were revised and GMP compliance is identified.

Janrea npo cepTudikauiio, LIMm A 3aceiauyio, Wo HaseaeHa BUILE IHDOPMALS € AOCTOBIPHOIC Ta TOYHOID, Lito cepite npogyxuii Byno
BUPOE/EHO {BRNIOYAIONM NAKYBaHHA/M3PKYBAHHA) Ta NPOBEAEHO KOHTPO/b i AKOCTI Ha BULLle3a3HAYEHIK AiNbHKLUI Y NOBHIH
BIANOBIAHOCTI 3 BUMOramu GMP, BCTaHOBACHUMU MICLLEBMM PEryfTOPHMM ODTAHOM, @ Takom BIANOBIAHO A0 cneuMikauii, wo
MICTATBLR Yy PEECTPaUiiHOMY AOChE. TIPOTOROAN BMPOGHMUTEE, NakyBaHHs Ta aHanizie Gyno NeperffaHyTo Ta BCTAHOBACHO
BEANOBIAKICTE GMP.

Stamp Quialified Persori Y
[fevaTtka Biserka Loncar %ﬁ}f’d&
‘YnosHosameKa 0cobHa
‘Date of signature: Signature

& Sying 20
% gieka
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