JEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

25.07.2025 Ne 35041/25/10

JTPAMIHA®

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
TabeTku no S0 mr no 5 TabJerok y 6Jicrepi; no 1 6uicrepy y kapToHHii KopoOui

(dhopma BuITycKYy, NO3YBaHHS, BHJ IAKYBaHHA JIIKapCchKOro 3acoly)

Howmep peecrpaiitioro nocsiguenns UA/8430/01/01 crpox aii peecrpariitoro nocsinuenns 01.01.2099

Cepis mixapcbkoro 3acoby Ne 078153 Kinbkicts BBe3eHoro Jikapcskoro sacoby 14400
BupoGruk S npan-T'anencokuit Jlaboparopiit n.1., Xopsaris
(naliMeHyBaHHA BUpOOHHKA JIIKapChKOTO 3ac00y, KpaiHa MOXODKEHHS )
Baesero B Yipainy CrijibHe yKpaiHCbKO-eCTOHChKE MiAMPHEMCTBO Y popmi ToBapucTBa
3 o0Me:xeHOI0 BiqnositanbHicTIo "OnTtiMa-®apm, JIT/", inenr. xox:
21642228

(naiiMenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizeuine, iM's, no 6aTbkoBi (iznuHOT
ocobu - mignpuemns, i Micle IpoKHUBaHHA Ta peecTpaliiHui HoMep 00IiKOBOT KAPTKH IJIATHHKA
noaaTkiB abo cepis Ta HOMep nacnopra)

Iporoxoa Bisyaasnoro kourposo six 23.07.2025 Ne 2266/3.

3a pesyibTaTaMM JIEPKABHOIO KOHTPOJIO BCTAHOBIEHO, MI0 JHkapcekuit 3acib Beeseno B VYkpainy 3
JOTPHMAHHSM BuMOr 3aKOHOJABCTBA 110/10 3a6e3neyeH s AKOCTI JIiKapchKHX 3ac00iB.
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Product name:

Ha3ssa nikapcbKoro 3acoby:

Registration certificate in Ukraine:

PegcrpalifiHe NOCBIAHEHHA B
YKpaini:

Strength/Activity:

Cuna gii/akTvsHicTe:

The size and type of packaging:
Poamip i BUG NaKyBaHHA:

The dosage form:

Nikapcoka dopma:

Country - producer:

Kpaiua - upobHuk:
Manufacturer & Quality control:
BupoGHIMK T2 KOHTPOL AKOCTE:
Confirmation of GMP certificate:
Buchosox sianosigHocti supob-
HuuTBa BUMoram GMP:
Manufacturing license:

NiueHzin Ha BUPOGHALTBO:

DRAMINA
tablets 50 mg, 5 tablets in a blister

OPAMIHA®

tabnetku no 50 mr no 5 tabnetok y baicrepi
Ne UA/8430/01/01 validity is unlimited
No UA/8430/01/01 tepmin aii Heobmekennit

1 tablet contains 50 mg of dimenhydrinate

1 TabneTka micTUTh gumeHrrigpuHary 50 mr

5 tablets in a blister; 1 blister in a cardboard box

no 5 rabnertok y Baictepi; no 1 6aicrepy y KapToHHiK kopobui
tablets 50 mg

TabneTkn no 50 mr

Croatia Country of destination: Ukraine
Xopsatia Kpaita npyusHaderHa: YKpaina
Jadran-Galenski Laboraterij d.d., Svilno 20, 51000 Rijeka, Croatia
fapau-Tanercoknit Nlaboparopiit 4.4., Ceinsro 20, 51000 Pieka, Xopsatia
Ne 800/2024/C-1644 dtd. 29.10.2024

Ne 800/2024/C-1644 sin 29.10.2024

UP/I-530-01/13-03/09 dtd. 17.05.2022
UP/1-530-01/13-03/09 Big 17.05.2022

Batch: 078153 Batch size: 33.009
Cepin: 078153 Posmip cepii: 33.009
Date of manufacture: 03,2025, Exp. date: 03.2030.
Hata supobunyrsa: 03.2025. Mpuaarauii go:  03.2030.
CERTIFICATE Ne 170000045307
CEPTUDIKAT Ne 170000045307
PARAMETERS REQUIREMENTS RESULTS
MAPAMETPH ~ BUMOTH _ PE3Y/IbTATH

CHARACTERS Plane tablets of white colour, round form, with facets and break line | Complies

{Visual) on one surface.

onuc Kpyrni anocki TaBnetkn Binoro KoAbopy 3 Gackamu Ta PUCKOI0 3 04 Bigriosinae

{BisyansHuUn) HOro BoRY.

DIAMETER! 9.0 mm 0.1 mm {from 8.9 mm ~ 9.1 mm) 9.0-9.1 mm

{metrical)

DIAMETP? 9,0 mm £ 0,1 mm (Big 8,9 mm g0 9,1 mm) 9.0-9.1 mm

{meTpHUyHOo)

THICKNESS® 3.0 mm % 0.2 mm {from 2.80 mm to 3.20 mm) 2.8-2.9 mm

{metrical)

BUCOTA! 3,0 mm £ 0,2 mm {8i4 2,80 mm 40 3,20 mm) 2.8-2.9 mm

(METPUYHO)

AVERAGE MASS 0.230 g + 0.0115 g {from 0.2185 g t0 0.2415 g) 0.2279¢g

{Ph. Eur. 2.9.5}

CEPELAHA MACA 0,230 £ 0,0115 r {8in 0,2185 r A0 0,2415 r} 0.2279r
(EBp. Gapm. 2.9.5)

UNIFORMITY OF MASS +7,5 % (2 of 20 tablets can be + 15 %) -1.2 +1.3%

{Ph. Eur. 2.9.5)

BIAXUAEHHA MACH £7,5 % (8 2 TabneTkax 3 20 moxe Bytn £ 15 %) 1.2 +1.3%
(€p. Dapm. 2.9.5)
/ DISINTEGRATION?! Not more than 15 minutes 2 min
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{Ph. Eur. 2.9.1)

PO3NALAHHA? He Ginbiue 15 xBuauH 2 x8
{€sp. Papm. 2.9.1)
FRIABILITY! Not more than 2,5 % 0.12%
(Ph. Eur. 2.9.7)
CTUPAHICTDL! He Binbwe 2,5 % 0.12%
{€ap. dapm. 2.9.7)
WATER CONTENT Not more than 6,5 % 4.2%
(Ph. Eur. 2.9.12)
BU3HAYEHHA BOAOMU He Binwiue 6,5 % 42 %
(€ap. bapm. 2.5.12)
UNIFORMITY OF DOSAGE AV <£15.0 4.1
UNITS (UNIFORMITY OF
CONTENT)
{Ph. Eur. 2.9.40)
OAHORIAHICTE 3HAUEHHS NOKAZHMKE APUIMasbHOTO uncaa (AV) crnapae He Binbwe | 4.1
[O30BAHUX O HHALLD — 15,0
OOHOPIAHICTL MACH
{€sp. Dapm. 2.9.40}
DISSOLUTION Not less than 75.0 % (Q) in 45 minutes 89-94 %
{UV-spectrophotometry)
PO3YUHEHHSA Yepes 45 XBUAWH NTOBUHHO POUUHUTUCH He meHwe 75 % (Q) sig 89-94 %
{(YO-cnexrpodoromerpis) 3a88neHOT KiNbroCT
IDENTIFICATION OF 1. The retention time of the 8-chlorotheophylline and Complies
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 maximum of absorbance at Complies

IAEHTUDIKALLIA
AUMEHMAPUHATY
{1. BEPX,

about 276 nm.

1. Yac yrprmysaHHA niky 8-xnopreodinivy i gudeHrigpamidy Ha
Xpomatorpami sunpoByBaHOro POBUKHY MOBMHEH BIANOBIAATY Yacy
YTPUMYBIHHSA XapaKkTEPHuX NiKIB Ha XPOMETOrpami pO3UnHY
NOPIBHAHHA,

Binnosinae

2. Yd-cnextpodoTomerpin) 2. CnekTp posunHy 3paska Ta Y@ CrekTp posymuy CTaHAapTy B Bianosigae
YMOBAX MPOBEAEHRA KIAbKICHOTO BU3HAUEHHA NOKA3YI0Tb MakCumym
NOFAMHAHHA MPY ZOBXKUHI XBuJT 276 Hm.

ASSAY OF 95.0 % - 105.0 % of the stated amount 98.6 %

DIMENHYDRINATE (47,5 - 52,5 mg/tabl.) 49.3 mg/iabl.

{UV-spectrophotometry)

KIFTbKICHE BUSHAMEHHA Bif 95% a0 105 % 8in 33aBAHOT KiAbKOCTI 98.6 %

OWMEHTIAPHUHATY (47,5 - 52,5 mr/rabn.) 49.3 me/raban.

{Yd-criexrpodoromeTpin)

RELATED SUBSTANCES Theophylline — not more than 0.5 % 0.01%

{HPLC) Impurity A—not more than 0.1 % <0.02 %
Ph. Eur. Diphenhydramine impurity A ~ not more than 0.5 % 0.09 %
Benzhydrol — not more than 0.5 % <0.03 %
Benzophenone ~ not more than 0.5 % <0.03 %
Unknown impurity-single — not more than 6.1 % <0.03 %
Total unknown impurities — not more than 0.5 % <0.03 %
Sum of all impurities - not more than 2.0 % 0.10%

CYMYTHI SOMILWIKA Teodinin — He Binbwe 0,5 %; 0.01%

{BEPX} Lomiwxa A~ He binvuwe 0,1 %; <0.02 %
€op. Qapm. gudeHriapaminy gomiwka A — He Binbwe 0,5 %; 0.09 %
Beusrigponb — He Binbwe 0,5 %; <0.03 %
BeusodenoH ~ we binbwe 0,5 %; <0.03 %
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OauHUUHI He igeHTUdIKoBaHI A0MILLIKA — He binbwe 0,1 %; <0.03 %
Cyma He iaeHTUGIKOBaHUX AOMILLIOK ~ He Binbwe 0,5 %, <0.03 %
Bei gomituky cymapho — ne Binswe 2,0 %, 0.10%
MICROBIOLOGICAL PURITY* | Total aerobic microbial count (TAMC): not more than 10° CFU/g Complies
(Ph. Eur, 2.6.12, 2.6.13) Total combined yeasts/moulds count (TYMC): not more than 10?
CFU/g
Escherichio coli: absentin 1 g
MIKPOBIONIOTIHHA 3aranbHa KiALKICTL MiKpoopranizmiB 8 11 Bignosigae
YUCTOTA* - He Binbiwe 10° aepobrunx Bakrepi,
(€sp. Dapm. 2.6.12,2.6.13) | - He Ginbwe 10° rpubis;
- BiACYTHICTL £scherichia coli

* The test is carried out once per year / BunpoByBanna nPpOBOANTLCH OAMH Pa3 Ha piK
¢ Examine as process control / KOHTPORIETHCA B NPOLECE 8UpoBHULTES

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

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

3ansa npo cepTudirauio. Upm 7 3aCBiguyI0, WO HaseaeHa BULLE indopmallis € [OCTOBIPHOID Ta TOHUHOIO. Lo cepito npoaykuii Gyno
BupobneHo (BRAOYAIOHM NaKkyBaHuR/MapKyBaHHA) Ta NPoBEAEHO KOHTPO/bL T AKOCTI Ha BUWLE3A3KAUEHTN AINbHWLI Y NOBHIA
BianosiaHoCTi 3 BuMmoramm GMP, BcTraHoBNEHKMM MICUEBMM PETYNATOPHUM OPraHom, @ TaKOoK pignosigHo fo cneuudikauid, wo
MiCTATBCA v peecTpauiitiomy focbe. TlpoTokosin BupoBHWUTBEa, NakyBaHHA Ta ananisis BYNO MEperfaHyTo Ta BCTAHOBAEHO
signosigHicts GMP.

Stamp Qualified Person VR LENT (#7}
Mevarka YrosHoBaxeHa 0coba o
5T At
Date of release: Signature A0
P g/ gaF I e f:’
Hara sunycky cepil: 2k (o235 Miasne e [ /

Date of CoA signature:
[Aata nignucy ceptudikara:

JGLd.d.

Svilng 20
Rijaka

os3lonlzeoss
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JEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

25.07.2025 Ne 35041/25/10

JTPAMIHA®

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
TabeTku no S0 mr no 5 TabJerok y 6Jicrepi; no 1 6uicrepy y kapToHHii KopoOui

(dhopma BuITycKYy, NO3YBaHHS, BHJ IAKYBaHHA JIIKapCchKOro 3acoly)

Howmep peecrpaiitioro nocsiguenns UA/8430/01/01 crpox aii peecrpariitoro nocsinuenns 01.01.2099

Cepis mixapcbkoro 3acoby Ne 078153 Kinbkicts BBe3eHoro Jikapcskoro sacoby 14400
BupoGruk S npan-T'anencokuit Jlaboparopiit n.1., Xopsaris
(naliMeHyBaHHA BUpOOHHKA JIIKapChKOTO 3ac00y, KpaiHa MOXODKEHHS )
Baesero B Yipainy CrijibHe yKpaiHCbKO-eCTOHChKE MiAMPHEMCTBO Y popmi ToBapucTBa
3 o0Me:xeHOI0 BiqnositanbHicTIo "OnTtiMa-®apm, JIT/", inenr. xox:
21642228

(naiiMenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizeuine, iM's, no 6aTbkoBi (iznuHOT
ocobu - mignpuemns, i Micle IpoKHUBaHHA Ta peecTpaliiHui HoMep 00IiKOBOT KAPTKH IJIATHHKA
noaaTkiB abo cepis Ta HOMep nacnopra)

Iporoxoa Bisyaasnoro kourposo six 23.07.2025 Ne 2266/3.

3a pesyibTaTaMM JIEPKABHOIO KOHTPOJIO BCTAHOBIEHO, MI0 JHkapcekuit 3acib Beeseno B VYkpainy 3
JOTPHMAHHSM BuMOr 3aKOHOJABCTBA 110/10 3a6e3neyeH s AKOCTI JIiKapchKHX 3ac00iB.
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Product name:

Ha3ssa nikapcbKoro 3acoby:

Registration certificate in Ukraine:

PegcrpalifiHe NOCBIAHEHHA B
YKpaini:

Strength/Activity:

Cuna gii/akTvsHicTe:

The size and type of packaging:
Poamip i BUG NaKyBaHHA:

The dosage form:

Nikapcoka dopma:

Country - producer:

Kpaiua - upobHuk:
Manufacturer & Quality control:
BupoGHIMK T2 KOHTPOL AKOCTE:
Confirmation of GMP certificate:
Buchosox sianosigHocti supob-
HuuTBa BUMoram GMP:
Manufacturing license:

NiueHzin Ha BUPOGHALTBO:

DRAMINA
tablets 50 mg, 5 tablets in a blister

OPAMIHA®

tabnetku no 50 mr no 5 tabnetok y baicrepi
Ne UA/8430/01/01 validity is unlimited
No UA/8430/01/01 tepmin aii Heobmekennit

1 tablet contains 50 mg of dimenhydrinate

1 TabneTka micTUTh gumeHrrigpuHary 50 mr

5 tablets in a blister; 1 blister in a cardboard box

no 5 rabnertok y Baictepi; no 1 6aicrepy y KapToHHiK kopobui
tablets 50 mg

TabneTkn no 50 mr

Croatia Country of destination: Ukraine
Xopsatia Kpaita npyusHaderHa: YKpaina
Jadran-Galenski Laboraterij d.d., Svilno 20, 51000 Rijeka, Croatia
fapau-Tanercoknit Nlaboparopiit 4.4., Ceinsro 20, 51000 Pieka, Xopsatia
Ne 800/2024/C-1644 dtd. 29.10.2024

Ne 800/2024/C-1644 sin 29.10.2024

UP/I-530-01/13-03/09 dtd. 17.05.2022
UP/1-530-01/13-03/09 Big 17.05.2022

Batch: 078153 Batch size: 33.009
Cepin: 078153 Posmip cepii: 33.009
Date of manufacture: 03,2025, Exp. date: 03.2030.
Hata supobunyrsa: 03.2025. Mpuaarauii go:  03.2030.
CERTIFICATE Ne 170000045307
CEPTUDIKAT Ne 170000045307
PARAMETERS REQUIREMENTS RESULTS
MAPAMETPH ~ BUMOTH _ PE3Y/IbTATH

CHARACTERS Plane tablets of white colour, round form, with facets and break line | Complies

{Visual) on one surface.

onuc Kpyrni anocki TaBnetkn Binoro KoAbopy 3 Gackamu Ta PUCKOI0 3 04 Bigriosinae

{BisyansHuUn) HOro BoRY.

DIAMETER! 9.0 mm 0.1 mm {from 8.9 mm ~ 9.1 mm) 9.0-9.1 mm

{metrical)

DIAMETP? 9,0 mm £ 0,1 mm (Big 8,9 mm g0 9,1 mm) 9.0-9.1 mm

{meTpHUyHOo)

THICKNESS® 3.0 mm % 0.2 mm {from 2.80 mm to 3.20 mm) 2.8-2.9 mm

{metrical)

BUCOTA! 3,0 mm £ 0,2 mm {8i4 2,80 mm 40 3,20 mm) 2.8-2.9 mm

(METPUYHO)

AVERAGE MASS 0.230 g + 0.0115 g {from 0.2185 g t0 0.2415 g) 0.2279¢g

{Ph. Eur. 2.9.5}

CEPELAHA MACA 0,230 £ 0,0115 r {8in 0,2185 r A0 0,2415 r} 0.2279r
(EBp. Gapm. 2.9.5)

UNIFORMITY OF MASS +7,5 % (2 of 20 tablets can be + 15 %) -1.2 +1.3%

{Ph. Eur. 2.9.5)

BIAXUAEHHA MACH £7,5 % (8 2 TabneTkax 3 20 moxe Bytn £ 15 %) 1.2 +1.3%
(€p. Dapm. 2.9.5)
/ DISINTEGRATION?! Not more than 15 minutes 2 min

JADRAN - GALENSKI LABORATORIJ ¢.d. » 51000 RIJEKA = Svilno 20 = CROATIA » +385 51 660 7000 www.jal.hr
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{Ph. Eur. 2.9.1)

PO3NALAHHA? He Ginbiue 15 xBuauH 2 x8
{€sp. Papm. 2.9.1)
FRIABILITY! Not more than 2,5 % 0.12%
(Ph. Eur. 2.9.7)
CTUPAHICTDL! He Binbwe 2,5 % 0.12%
{€ap. dapm. 2.9.7)
WATER CONTENT Not more than 6,5 % 4.2%
(Ph. Eur. 2.9.12)
BU3HAYEHHA BOAOMU He Binwiue 6,5 % 42 %
(€ap. bapm. 2.5.12)
UNIFORMITY OF DOSAGE AV <£15.0 4.1
UNITS (UNIFORMITY OF
CONTENT)
{Ph. Eur. 2.9.40)
OAHORIAHICTE 3HAUEHHS NOKAZHMKE APUIMasbHOTO uncaa (AV) crnapae He Binbwe | 4.1
[O30BAHUX O HHALLD — 15,0
OOHOPIAHICTL MACH
{€sp. Dapm. 2.9.40}
DISSOLUTION Not less than 75.0 % (Q) in 45 minutes 89-94 %
{UV-spectrophotometry)
PO3YUHEHHSA Yepes 45 XBUAWH NTOBUHHO POUUHUTUCH He meHwe 75 % (Q) sig 89-94 %
{(YO-cnexrpodoromerpis) 3a88neHOT KiNbroCT
IDENTIFICATION OF 1. The retention time of the 8-chlorotheophylline and Complies
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 maximum of absorbance at Complies

IAEHTUDIKALLIA
AUMEHMAPUHATY
{1. BEPX,

about 276 nm.

1. Yac yrprmysaHHA niky 8-xnopreodinivy i gudeHrigpamidy Ha
Xpomatorpami sunpoByBaHOro POBUKHY MOBMHEH BIANOBIAATY Yacy
YTPUMYBIHHSA XapaKkTEPHuX NiKIB Ha XPOMETOrpami pO3UnHY
NOPIBHAHHA,

Binnosinae

2. Yd-cnextpodoTomerpin) 2. CnekTp posunHy 3paska Ta Y@ CrekTp posymuy CTaHAapTy B Bianosigae
YMOBAX MPOBEAEHRA KIAbKICHOTO BU3HAUEHHA NOKA3YI0Tb MakCumym
NOFAMHAHHA MPY ZOBXKUHI XBuJT 276 Hm.

ASSAY OF 95.0 % - 105.0 % of the stated amount 98.6 %

DIMENHYDRINATE (47,5 - 52,5 mg/tabl.) 49.3 mg/iabl.

{UV-spectrophotometry)

KIFTbKICHE BUSHAMEHHA Bif 95% a0 105 % 8in 33aBAHOT KiAbKOCTI 98.6 %

OWMEHTIAPHUHATY (47,5 - 52,5 mr/rabn.) 49.3 me/raban.

{Yd-criexrpodoromeTpin)

RELATED SUBSTANCES Theophylline — not more than 0.5 % 0.01%

{HPLC) Impurity A—not more than 0.1 % <0.02 %
Ph. Eur. Diphenhydramine impurity A ~ not more than 0.5 % 0.09 %
Benzhydrol — not more than 0.5 % <0.03 %
Benzophenone ~ not more than 0.5 % <0.03 %
Unknown impurity-single — not more than 6.1 % <0.03 %
Total unknown impurities — not more than 0.5 % <0.03 %
Sum of all impurities - not more than 2.0 % 0.10%

CYMYTHI SOMILWIKA Teodinin — He Binbwe 0,5 %; 0.01%

{BEPX} Lomiwxa A~ He binvuwe 0,1 %; <0.02 %
€op. Qapm. gudeHriapaminy gomiwka A — He Binbwe 0,5 %; 0.09 %
Beusrigponb — He Binbwe 0,5 %; <0.03 %
BeusodenoH ~ we binbwe 0,5 %; <0.03 %

JADRAN - GALENSKI LABORATORI d.d. » $1000 RIJEKA » Svilno 20« CROATIA 4385 51 660 700 »  www.jal.hr
Dramina_5 tablets - 078153 - UA 2/3
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OauHUUHI He igeHTUdIKoBaHI A0MILLIKA — He binbwe 0,1 %; <0.03 %
Cyma He iaeHTUGIKOBaHUX AOMILLIOK ~ He Binbwe 0,5 %, <0.03 %
Bei gomituky cymapho — ne Binswe 2,0 %, 0.10%
MICROBIOLOGICAL PURITY* | Total aerobic microbial count (TAMC): not more than 10° CFU/g Complies
(Ph. Eur, 2.6.12, 2.6.13) Total combined yeasts/moulds count (TYMC): not more than 10?
CFU/g
Escherichio coli: absentin 1 g
MIKPOBIONIOTIHHA 3aranbHa KiALKICTL MiKpoopranizmiB 8 11 Bignosigae
YUCTOTA* - He Binbiwe 10° aepobrunx Bakrepi,
(€sp. Dapm. 2.6.12,2.6.13) | - He Ginbwe 10° rpubis;
- BiACYTHICTL £scherichia coli

* The test is carried out once per year / BunpoByBanna nPpOBOANTLCH OAMH Pa3 Ha piK
¢ Examine as process control / KOHTPORIETHCA B NPOLECE 8UpoBHULTES

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

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

3ansa npo cepTudirauio. Upm 7 3aCBiguyI0, WO HaseaeHa BULLE indopmallis € [OCTOBIPHOID Ta TOHUHOIO. Lo cepito npoaykuii Gyno
BupobneHo (BRAOYAIOHM NaKkyBaHuR/MapKyBaHHA) Ta NPoBEAEHO KOHTPO/bL T AKOCTI Ha BUWLE3A3KAUEHTN AINbHWLI Y NOBHIA
BianosiaHoCTi 3 BuMmoramm GMP, BcTraHoBNEHKMM MICUEBMM PETYNATOPHUM OPraHom, @ TaKOoK pignosigHo fo cneuudikauid, wo
MiCTATBCA v peecTpauiitiomy focbe. TlpoTokosin BupoBHWUTBEa, NakyBaHHA Ta ananisis BYNO MEperfaHyTo Ta BCTAHOBAEHO
signosigHicts GMP.

Stamp Qualified Person VR LENT (#7}
Mevarka YrosHoBaxeHa 0coba o
5T At
Date of release: Signature A0
P g/ gaF I e f:’
Hara sunycky cepil: 2k (o235 Miasne e [ /

Date of CoA signature:
[Aata nignucy ceptudikara:

JGLd.d.

Svilng 20
Rijaka

os3lonlzeoss

JADRAN - GALENSKI LABORATORIJ d.d. » 51000 RIJEKA ¢ Svilno 20 = CROATIA » +385 51 660 700 » www.igl.hr

Dramina_5 tablets - 078153 - UA 3/3
Reference CoA: v3
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JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

27.04.2026 Ne 20062/26/10

JTPAMIHA®

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
TabeTku no S0 mr no 5 TabJerok y 6Jicrepi; no 1 6uicrepy y kapToHHii KopoOui

(dhopma BHITYCKY, NO3YBaHHS, BHJI IAKYBAaHHA JIIKApCHKOro 3aco0y)

Homep peecrpariitoro nocsiguenns UA/8430/01/01 crpox aii peecrpauiitnoro nocsinuenns 01.01.2099

Cepis mixapcbkoro 3acoby Ne 140152 Kinskicts BBe3eHOrO Jikapceskoro 3acoby 3840
BupoGruk S npan-T'anencokuit JlJaboparopiit a.1, Xopsarist
(naliMeHyBaHHA BUpOOHHKA JIIKapChKOTO 3aco0y, KpaiHa MOXOKEHHS )
Baesero B Yipainy CrijibHe yKpaiHCbKO-eCTOHChKE MiAMPHEMCTBO Y opMi TOBapHcTBa
3 o0Me:xeHOI0 BiqnositanbHicTIo "OnTtiMa-®apm, JIT/", inenr. kox:
21642228

(naiiMenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiie, iM'a, o GaTekoBi (iznaHOT
ocobu - mignpuemus, i Miciie NpoKUBAHHA Ta peecTpaliiHuil HoMep 00/IiKOBOT KAPTKM IIIATHAKA
noaaTkiB abo cepis Ta HOMep nacnopra)

Iporoxoa Bisyaasnoro konrposo six 21.04.2026 Ne 1118/3.

3a pesyibTaraMH JEpPHKABHOIO KOHTPOIIO BCTAHOBICHO, IO Jlikapcekuil 3aci® BBe3eHo B YkpaiHy 3
JOTPHUMAHHSAM BuMOT 3aKOHOJABCTBA 1110/10 3a0€311eUEHHS AKOCTI JIiKapChKHX 3aco0iB.
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Ha3ea nikapceKkoro 3acoby:

Registration certificate in Ukraine:

PeecTpauiitHe Nnoceig4eHHA B
YKpaini:

Strength/Activity:

Cuna aii/aKTMBHICTL:

The size and type of packaging:
Posmip i BMA NakyBaHHA:

The dosage form:

fikapcbka popma:

Country - producer:

KpaiHa - BUpOSHUK:
Manufacturer & Quality control:
BUPOBHMK Ta KOHTPOAL AKOCTI:
Confirmation of GMP certificate:
BMCHOBOK gignoBigHOCTI BUpo6-
HULTEa BMMmOram GMP:
Manufacturing license:

JliueHsia Ha BUPOBHULTBO:

DRAMINA

tablets 50 mg, 5 tablets in a blister
APAMIHA®

Tabnetkun no 50 mr no 5 TabneTtok y Baictepi

No UA/8430/01/01 validity is unlimited
No LUA/8430/01/01 TepmiH ail HeoBmemeHWi

1 tablet contains 50 mg of dimenhydrinate

1 TabneTha MicTUTL AMMEHTIgpWHaTY 50 mr

5 tablets in a blister; 1 blister in a cardboard box

no 5 TabneTok y Baictepi; no 1 6aicTepy y KapTOHHIR KOPODL
tablets 50 mg
Tabnetku no 50 mr
Croatia

Xopsartia

Country of destination:
KpaiHa npu3HayeHHA:

Ukraine
Yrpaina

Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia
Aapad-TaneHcokuit NabopaTopii 4.4., CBinbro 20, 51000 Piexa, XopeaTia

Ne 800/2024/C-1644 dtd. 29.10.2024
Mg 800/2024/C-1644 Bia, 25.10.2024

UP/1-530-01/13-03/09 dtd. 17.05.2022
ItP/1-530-01/13-03/09 Big 17.05.2022

Batch: 140152 Batch size: 28.600
Cepin: 140152 Po3mip cepii: 28.600
Date of manufacture: 05.2025. Exp. date: 05.2030.
Data supobuuursa:  05.2025. Mpupathiui go: 05.2030.
CERTIFICATE N2 170000046481
CEPTUQIKAT Ne 170000046481
PARAMETERS REQUIREMENTS RESULTS
MNAPAMETPH BUMOIN PE3Y/IBTATH
CHARACTERS Plane tablets of white colour, round form, with facets and break line | Complies
{Visual) on one surface.
onuc Kpyrai nnocki Tabnetkm Binoro koasopy 3 packamu Ta puckolo 3 of- | Bignoeigae
(BizyanbHuiA) Horo GoKy.
DIAMETER? 9.0 mm £ 0.1 mm (from 8.9 mm - 9.1 mm) 9.0-9.1 mm
{metrical)
AIAMETP! 9,0 mm £ 0,1 mm {Big 8,2 mm 00 9,1 mm) 5.0-9.1 mm
(METPHYHO) _ I
THICKNESS! 3.0mm 0.2 mm (from 2.80 mm to 3.20 mm} 2.8-2.5 mm
{metrical)
BUCOTA! 3,0 mm £ 0,2 mm (i 2,80 mm A0 3,20 mm) 2.8-2.9 mm
{meTpuyHO)
AVERAGE MASS 0.230g £ 0.0115 g (from 0.2185 g to 0.2415 g} 0.2256 g
{Ph. Eur. 2.9.5)
CEPEQHA MACA 0,230 r+£0,0115 r (8in 0,2185r g 0,2415 1) 0.229r
{Epp. dapm. 2.9.5)
UNIFORMITY OF MASS +7,5 % (2 of 20 tablets can be + 15 %} -2.7+2.3%
{Ph. Eur. 2.9.5)
BIAXWAEHHA MACHK +7,5 % (B 2 TabneTrax 3 20 moske OyTH + 15 %) 27423 %
{EBp. drapm. 2.9.5)
DISINTEGRATION? Not more than 15 minutes 2 min
JADRAN - GALENSKI LABORATORIJ d.d. = 51000 RIJEKA ° Svilno 20 = CROATIA = +385 51 660 700 www.igl.hr
Dramina_5 tablets - 140152 - UA 1/3

Reference CoA: v3
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{Ph. Eur. 2.9.1)
PO3NAZAHHA He 6inblwe 15 XBWUAMH 2 xB
{€rp. dapm. 2.9.1}
FRIABILITY! Not more than 2,5 % 0.09%
{Ph. Eur. 2.9.7)
CTUPAHICTB! He Ginbwe 2,5 % 0.05%
{Cep. Papm. 2.9.7)
WATER CONTENT Not more than 6,5 % 4.3 %
{Ph. Eur. 2.9.12)
BU3HAYEHHA BOAOTH He Binblwe 6,5 % 43 %
{€sp. dapm, 2.5.12)
UNIFORMITY OF DOSAGE AV <150 3.9
UNITS {UNIFORMITY OF
CONTENT)
(Ph. Eur. 2.9.40)
OOHOPIAHICTD 3Ha4YeHHA NoKa3HMKa NpuHAManbHoro Yncaa {AV) cknagae He Binbwe | 3.9
AO030BAHUX OAHWHWUUDb — 15,0
OAHOPIAHICTE MACHKH
{EBp. hapm. 2.9.40)
DISSOLUTION Not less than 75.0 % {Q) in 45 minutes 8791 %
{UV-spectrophotometry)
PO3YUHEHHA Yepe3s 45 XBUAMH MOBWHHO PO3YMHHUTHCE He MeHwe 75 % (Q) Big, 8791 %
(Y®-cnektpodoTomeTpia) 3aABAeHOI KiAbKOCTI
IDENTIFICATION OF 1. The retention time of the 8-chlorotheophylline and Complies
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 maximum of absorbance at | Complies
about 276 nm.
IAEHTUSIKAUIA 1. Yac yTpumyBaHHA Niky 8-xAopTeodininy i agudeHrigpaminy Ha Bignosigae
AUMEHTIAPUHATY XpomaTorpami BunpobyBaHoro po3dvHy NOBMHEH BigNOBI4aTH Yacy
(1. BEPX, YTPUMYBAHHA XapaKkTepHUX NIKIB Ha XPOMaTOrpami pO3HMHY
NoPIBHAHHA.
2. ¥Y®-cnektpodoTomeTpiA) 2. CNeKTp po34MHY 3paska Ta Y@ cnekTp po3ddHy CTaHAApPTY 8 Bignosinae
YMOBAaX NPOBEAEHHA KINLKICHOMD BUZHAYEHHA NOKA3YIOTH MAKCHMYyM
NOrAMHaHHA NPW A0BXUWHI XBWAI 270 HMm.
ASSAY OF 55.0 % - 105.0 % of the stated amount 100.2 %
DIMENHYDRINATE {47,5 — 52,5 mg/tabl.) 50.1 mg/tabl.
{UV-spectrophotometry)
KINIbKICHE BUSHAYEHHA Bin 95% ao 105 % Big 3aaBAeHO| RiABKOCTI 100.2 %
AUMEHTIAPHUHATY (47,5 -52,5 mr/Taba.) 50.1 mr/Taba.
(Y®-cnekTpodoTomeTpia) -
RELATED SUBSTANCES Theophylline — not more than 0.5 % 0.03%
(HPLC ) Impurity A — not more than 0.1 % <0.02 %
Ph. Eur. Diphenhydramine impurity A — not more than 0.5 % 0.08 %
Benzhydrol - not more than 0.5 % <0.03 %
Benzophenone — not more than 0.5 % <0.03 % ]
Unknown impurity-single —~ not more than 0.1 % <D.03 %
Total unknown impurities — not more than 0.5 % <0.03 % ‘
Sum of all impurities — not more than 2.0 % 0.10% '
CYNYTHI AOMILLKWK Teodinin — He Ginbwe 0,5 %; 0.03 %
{BEPX) fdomiwka A — He Ginblue 0,1 %; <0.02 %
Eep. Papm. gudeHrigpaminy gomiwka A — He Ginbwe 0,5 %; 0.08 %
BeHsrigpoakb — He Binbwe 0,5 %; <0.03 %
| BeHzodeHOH — He Binbwe 0,5 %; <0.03 %
JADRAN - GALENSKI LABORATORIJ d.d. = 51000 RIJEKA ° Svilno 20+ CROATIA » +385 51 660 700 ° www.jgl.hr
Dramina_5 tablets - 140152 - UA 2/3
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DAMHKYKI He ineHTUdiKoBaHI QOMIWKK — He Binbwe 0,1 %; <0.03 %

Cyma He [AeHTUGIKOBAHWX OMILIOK — He Binblie 0,5 %; <0.03 %

Bci gomiwKkm cymapHo — He Binbwe 2,0 %. 0.10%
MICROBIOLOGICAL PURITY* | Total aercbic microbial count {TAMC): not more than 10° CFU/g not tested
(Ph. Eur. 2.6.12, 2.6.13) Total combined yeasts/moulds count (TYMC): not more than 102

CFU/g

Escherichia coli: absentin1g
MIKPOBIOAOFIMHA 3arabHa KineKicTe mikpoopradiamis 8 1 r: He NpoBeAEHO
YUCTOTA* - He Binbwe 10° aepobHux BaxTepiil;
(EBp. dapm. 2.6.12, 2.6.13) - He Binswe 107 rpubin;

- BiACYTHICTE Escherichia coli |

* The test is carried out once per year / BunpoByBaHHA NPOBOANTLECH OAMH Pas HA PiK
1 Examine as process control / KOHTPoAOETbEA B Npoueci BUpeBHULTBA

Certification statement. | hereby certify that information above is correct and precise. This batch was manufactured (all production
stages including packing and marking) and quality controlled in exact compliance to the GMP guidelines implemented by lacal
regulatary body as well as specification included into the registration dossier.

Protacals of packing and analysis were revised and GMP compliance is identified,

3ansa npo cepTudikayio. Livm 5 3acBiguyo, we HasegeHa Bule indopmauia € 4OCTOBIPHOIO Ta TouHoK. Lo cepik npoaykuii 6yno
BUP06AEHD (BRIIOYIOUK MAKYBAHHA/MAPKYBAHHA) Ta NPOBEAEHO KOHTPOAL T AKOCTI Ha BUWE3a3HauyeHiM AiALHWLL ¥ NOBHIA
BiANOBIZHOCTI 3 BUMOrammu GMP, BCTaHOBASHUMM MICLEBUM PETYIATOPHUM OPraHOM, @ TaKOX BignosigHo 4o cneuundikauid, wo
MICTATECA ¥ peecTpauifHomy Locbe. MPOTOKOAM BMpOBHWMUTBA, NaKyBaHHS Ta aHanisis Byno nepernaHyTO Ta BCTAHOBABHO
BignoeigHicte GMP,

N4 Stamp -~ ., Qualified Person o _
ﬂ;EQETga /< l?i ViOBHOBakeHa 0co6a Mirna SITJRIC . o7
Date of release: M OR ;996 3 - L i W Signature ﬂu DQ(W
Hara sunycky cepii: = = Mianuc

Date of CoA signature:

{ v
laTa nianucy ceptrdikara: 0{1 L Qg j\Oc;b

JADRAN - GALENSKI LABORATORIJT d.d. = 51000 RIJEKA = Svilno 20« CROATIA = +385 51 660 7002 www.jgl.hr
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JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

27.04.2026 Ne 20062/26/10

JTPAMIHA®

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
TabeTku no S0 mr no 5 TabJerok y 6Jicrepi; no 1 6uicrepy y kapToHHii KopoOui

(dhopma BHITYCKY, NO3YBaHHS, BHJI IAKYBAaHHA JIIKApCHKOro 3aco0y)

Homep peecrpariitoro nocsiguenns UA/8430/01/01 crpox aii peecrpauiitnoro nocsinuenns 01.01.2099

Cepis mixapcbkoro 3acoby Ne 140152 Kinskicts BBe3eHOrO Jikapceskoro 3acoby 3840
BupoGruk S npan-T'anencokuit JlJaboparopiit a.1, Xopsarist
(naliMeHyBaHHA BUpOOHHKA JIIKapChKOTO 3aco0y, KpaiHa MOXOKEHHS )
Baesero B Yipainy CrijibHe yKpaiHCbKO-eCTOHChKE MiAMPHEMCTBO Y opMi TOBapHcTBa
3 o0Me:xeHOI0 BiqnositanbHicTIo "OnTtiMa-®apm, JIT/", inenr. kox:
21642228

(naiiMenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiie, iM'a, o GaTekoBi (iznaHOT
ocobu - mignpuemus, i Miciie NpoKUBAHHA Ta peecTpaliiHuil HoMep 00/IiKOBOT KAPTKM IIIATHAKA
noaaTkiB abo cepis Ta HOMep nacnopra)

Iporoxoa Bisyaasnoro konrposo six 21.04.2026 Ne 1118/3.

3a pesyibTaraMH JEpPHKABHOIO KOHTPOIIO BCTAHOBICHO, IO Jlikapcekuil 3aci® BBe3eHo B YkpaiHy 3
JOTPHUMAHHSAM BuMOT 3aKOHOJABCTBA 1110/10 3a0€311eUEHHS AKOCTI JIiKapChKHX 3aco0iB.

[4

1 F - i
qﬁ*'{li ]
AL
5 o
3acTyn ; Onera EPBOMEHKO
[T, 24T s i H. L0 T KO HTPOI0 ) {ni_:um::] {iHuATH TR IpiZRHIIE)

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



8l

Ha3ea nikapceKkoro 3acoby:

Registration certificate in Ukraine:

PeecTpauiitHe Nnoceig4eHHA B
YKpaini:

Strength/Activity:

Cuna aii/aKTMBHICTL:

The size and type of packaging:
Posmip i BMA NakyBaHHA:

The dosage form:

fikapcbka popma:

Country - producer:

KpaiHa - BUpOSHUK:
Manufacturer & Quality control:
BUPOBHMK Ta KOHTPOAL AKOCTI:
Confirmation of GMP certificate:
BMCHOBOK gignoBigHOCTI BUpo6-
HULTEa BMMmOram GMP:
Manufacturing license:

JliueHsia Ha BUPOBHULTBO:

DRAMINA

tablets 50 mg, 5 tablets in a blister
APAMIHA®

Tabnetkun no 50 mr no 5 TabneTtok y Baictepi

No UA/8430/01/01 validity is unlimited
No LUA/8430/01/01 TepmiH ail HeoBmemeHWi

1 tablet contains 50 mg of dimenhydrinate

1 TabneTha MicTUTL AMMEHTIgpWHaTY 50 mr

5 tablets in a blister; 1 blister in a cardboard box

no 5 TabneTok y Baictepi; no 1 6aicTepy y KapTOHHIR KOPODL
tablets 50 mg
Tabnetku no 50 mr
Croatia

Xopsartia

Country of destination:
KpaiHa npu3HayeHHA:

Ukraine
Yrpaina

Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia
Aapad-TaneHcokuit NabopaTopii 4.4., CBinbro 20, 51000 Piexa, XopeaTia

Ne 800/2024/C-1644 dtd. 29.10.2024
Mg 800/2024/C-1644 Bia, 25.10.2024

UP/1-530-01/13-03/09 dtd. 17.05.2022
ItP/1-530-01/13-03/09 Big 17.05.2022

Batch: 140152 Batch size: 28.600
Cepin: 140152 Po3mip cepii: 28.600
Date of manufacture: 05.2025. Exp. date: 05.2030.
Data supobuuursa:  05.2025. Mpupathiui go: 05.2030.
CERTIFICATE N2 170000046481
CEPTUQIKAT Ne 170000046481
PARAMETERS REQUIREMENTS RESULTS
MNAPAMETPH BUMOIN PE3Y/IBTATH
CHARACTERS Plane tablets of white colour, round form, with facets and break line | Complies
{Visual) on one surface.
onuc Kpyrai nnocki Tabnetkm Binoro koasopy 3 packamu Ta puckolo 3 of- | Bignoeigae
(BizyanbHuiA) Horo GoKy.
DIAMETER? 9.0 mm £ 0.1 mm (from 8.9 mm - 9.1 mm) 9.0-9.1 mm
{metrical)
AIAMETP! 9,0 mm £ 0,1 mm {Big 8,2 mm 00 9,1 mm) 5.0-9.1 mm
(METPHYHO) _ I
THICKNESS! 3.0mm 0.2 mm (from 2.80 mm to 3.20 mm} 2.8-2.5 mm
{metrical)
BUCOTA! 3,0 mm £ 0,2 mm (i 2,80 mm A0 3,20 mm) 2.8-2.9 mm
{meTpuyHO)
AVERAGE MASS 0.230g £ 0.0115 g (from 0.2185 g to 0.2415 g} 0.2256 g
{Ph. Eur. 2.9.5)
CEPEQHA MACA 0,230 r+£0,0115 r (8in 0,2185r g 0,2415 1) 0.229r
{Epp. dapm. 2.9.5)
UNIFORMITY OF MASS +7,5 % (2 of 20 tablets can be + 15 %} -2.7+2.3%
{Ph. Eur. 2.9.5)
BIAXWAEHHA MACHK +7,5 % (B 2 TabneTrax 3 20 moske OyTH + 15 %) 27423 %
{EBp. drapm. 2.9.5)
DISINTEGRATION? Not more than 15 minutes 2 min
JADRAN - GALENSKI LABORATORIJ d.d. = 51000 RIJEKA ° Svilno 20 = CROATIA = +385 51 660 700 www.igl.hr
Dramina_5 tablets - 140152 - UA 1/3

Reference CoA: v3
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{Ph. Eur. 2.9.1)
PO3NAZAHHA He 6inblwe 15 XBWUAMH 2 xB
{€rp. dapm. 2.9.1}
FRIABILITY! Not more than 2,5 % 0.09%
{Ph. Eur. 2.9.7)
CTUPAHICTB! He Ginbwe 2,5 % 0.05%
{Cep. Papm. 2.9.7)
WATER CONTENT Not more than 6,5 % 4.3 %
{Ph. Eur. 2.9.12)
BU3HAYEHHA BOAOTH He Binblwe 6,5 % 43 %
{€sp. dapm, 2.5.12)
UNIFORMITY OF DOSAGE AV <150 3.9
UNITS {UNIFORMITY OF
CONTENT)
(Ph. Eur. 2.9.40)
OOHOPIAHICTD 3Ha4YeHHA NoKa3HMKa NpuHAManbHoro Yncaa {AV) cknagae He Binbwe | 3.9
AO030BAHUX OAHWHWUUDb — 15,0
OAHOPIAHICTE MACHKH
{EBp. hapm. 2.9.40)
DISSOLUTION Not less than 75.0 % {Q) in 45 minutes 8791 %
{UV-spectrophotometry)
PO3YUHEHHA Yepe3s 45 XBUAMH MOBWHHO PO3YMHHUTHCE He MeHwe 75 % (Q) Big, 8791 %
(Y®-cnektpodoTomeTpia) 3aABAeHOI KiAbKOCTI
IDENTIFICATION OF 1. The retention time of the 8-chlorotheophylline and Complies
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 maximum of absorbance at | Complies
about 276 nm.
IAEHTUSIKAUIA 1. Yac yTpumyBaHHA Niky 8-xAopTeodininy i agudeHrigpaminy Ha Bignosigae
AUMEHTIAPUHATY XpomaTorpami BunpobyBaHoro po3dvHy NOBMHEH BigNOBI4aTH Yacy
(1. BEPX, YTPUMYBAHHA XapaKkTepHUX NIKIB Ha XPOMaTOrpami pO3HMHY
NoPIBHAHHA.
2. ¥Y®-cnektpodoTomeTpiA) 2. CNeKTp po34MHY 3paska Ta Y@ cnekTp po3ddHy CTaHAApPTY 8 Bignosinae
YMOBAaX NPOBEAEHHA KINLKICHOMD BUZHAYEHHA NOKA3YIOTH MAKCHMYyM
NOrAMHaHHA NPW A0BXUWHI XBWAI 270 HMm.
ASSAY OF 55.0 % - 105.0 % of the stated amount 100.2 %
DIMENHYDRINATE {47,5 — 52,5 mg/tabl.) 50.1 mg/tabl.
{UV-spectrophotometry)
KINIbKICHE BUSHAYEHHA Bin 95% ao 105 % Big 3aaBAeHO| RiABKOCTI 100.2 %
AUMEHTIAPHUHATY (47,5 -52,5 mr/Taba.) 50.1 mr/Taba.
(Y®-cnekTpodoTomeTpia) -
RELATED SUBSTANCES Theophylline — not more than 0.5 % 0.03%
(HPLC ) Impurity A — not more than 0.1 % <0.02 %
Ph. Eur. Diphenhydramine impurity A — not more than 0.5 % 0.08 %
Benzhydrol - not more than 0.5 % <0.03 %
Benzophenone — not more than 0.5 % <0.03 % ]
Unknown impurity-single —~ not more than 0.1 % <D.03 %
Total unknown impurities — not more than 0.5 % <0.03 % ‘
Sum of all impurities — not more than 2.0 % 0.10% '
CYNYTHI AOMILLKWK Teodinin — He Ginbwe 0,5 %; 0.03 %
{BEPX) fdomiwka A — He Ginblue 0,1 %; <0.02 %
Eep. Papm. gudeHrigpaminy gomiwka A — He Ginbwe 0,5 %; 0.08 %
BeHsrigpoakb — He Binbwe 0,5 %; <0.03 %
| BeHzodeHOH — He Binbwe 0,5 %; <0.03 %
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DAMHKYKI He ineHTUdiKoBaHI QOMIWKK — He Binbwe 0,1 %; <0.03 %

Cyma He [AeHTUGIKOBAHWX OMILIOK — He Binblie 0,5 %; <0.03 %

Bci gomiwKkm cymapHo — He Binbwe 2,0 %. 0.10%
MICROBIOLOGICAL PURITY* | Total aercbic microbial count {TAMC): not more than 10° CFU/g not tested
(Ph. Eur. 2.6.12, 2.6.13) Total combined yeasts/moulds count (TYMC): not more than 102

CFU/g

Escherichia coli: absentin1g
MIKPOBIOAOFIMHA 3arabHa KineKicTe mikpoopradiamis 8 1 r: He NpoBeAEHO
YUCTOTA* - He Binbwe 10° aepobHux BaxTepiil;
(EBp. dapm. 2.6.12, 2.6.13) - He Binswe 107 rpubin;

- BiACYTHICTE Escherichia coli |

* The test is carried out once per year / BunpoByBaHHA NPOBOANTLECH OAMH Pas HA PiK
1 Examine as process control / KOHTPoAOETbEA B Npoueci BUpeBHULTBA

Certification statement. | hereby certify that information above is correct and precise. This batch was manufactured (all production
stages including packing and marking) and quality controlled in exact compliance to the GMP guidelines implemented by lacal
regulatary body as well as specification included into the registration dossier.

Protacals of packing and analysis were revised and GMP compliance is identified,

3ansa npo cepTudikayio. Livm 5 3acBiguyo, we HasegeHa Bule indopmauia € 4OCTOBIPHOIO Ta TouHoK. Lo cepik npoaykuii 6yno
BUP06AEHD (BRIIOYIOUK MAKYBAHHA/MAPKYBAHHA) Ta NPOBEAEHO KOHTPOAL T AKOCTI Ha BUWE3a3HauyeHiM AiALHWLL ¥ NOBHIA
BiANOBIZHOCTI 3 BUMOrammu GMP, BCTaHOBASHUMM MICLEBUM PETYIATOPHUM OPraHOM, @ TaKOX BignosigHo 4o cneuundikauid, wo
MICTATECA ¥ peecTpauifHomy Locbe. MPOTOKOAM BMpOBHWMUTBA, NaKyBaHHS Ta aHanisis Byno nepernaHyTO Ta BCTAHOBABHO
BignoeigHicte GMP,

N4 Stamp -~ ., Qualified Person o _
ﬂ;EQETga /< l?i ViOBHOBakeHa 0co6a Mirna SITJRIC . o7
Date of release: M OR ;996 3 - L i W Signature ﬂu DQ(W
Hara sunycky cepii: = = Mianuc

Date of CoA signature:

{ v
laTa nianucy ceptrdikara: 0{1 L Qg j\Oc;b
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