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[TOATBEPXJJEHUE COOTBETCTBUSI CEPUU
No 1-00461/21 ot 08.12.2021

HacTosIMM TOTBEPXKAAEM COOTBETCTBHE BBO3MMOIO JIEKAPCTBEHHOTO npenaparta TpebonanuiM,
YCTAHOBJICHHBIM TTPH €r0 TOCYAaPCTBEHHOH PETHCTPALUH !

Toprosoe HauMEHOBAHKE IpaMuHa ®
MesKIyHapoJHOE HEMATEHTOBAHHOE HAaHMEeHOBaHHe | JIMMEHTH/(pUHAT
JlexapcTreHHas popMa Tabnetku
Jlosuposka 50 mr -
Qdopma BEITYCKa Bructep 10 Tab. X | (auku KapTOHHLIE)
Homep cepuu 16011
ObneM cepun 53 684 ynak.
Jara Beinycka 29.07.2021
["ojen 1o 31.05.2026 .
HaumeHoBaHWeE W aJipec 1IPOU3BOIHTENA SIIPAH-TAJIEHCKH JIABOPATOPHU

| a.0., Caunno 20, 51000, Puexa, Xopsatus
Craauy NpoM3BOACTBA ' Bce cTasinu NPOH3BOACTBA
Homep u jara perdcTpallHoHHOTO YHOCTOBEPCHHA [T Ne016084/01 ot 17.11.2009 (nara |

samens! 10.01.2018)

Homep HOpMaTHBHOH JOKYMEHTAUHH ~ |HATINO16084/01-100118, m3m.1
Haumenosanue H aapec gepxarens SANPAH-TANTEHCKH JIABOPATOPUU
PEruCcTPalMOHHOrO YIOCTOBEPEHNS a.0., Caunno 20, 51000, Pueka, XopBaTus |

OTBETCTBEHHOE NHLO: MeHekep no ofecnedenuio kadectsa 000 «SIJIPAH» Hocenko 10.A. o
nopepenHocTd Ne 2828-2021 ot 28.06.2021.

IMToanuce: Hata: 08.12.2021

Q00 «AAPAH»
Apapec mecta Haxoxgenun: 107564, r, Mocksa, yn. Kpacuoborarsipexan, a. 6, c1p.6

Anpec AnA HANPaBASKHKA NOYTOBOK KoppecnoHaeHK: 119330, Mockea, NoMOHOCOBCKKIA npocnext 38, ognc VI
Ten./dakc: +7{499)143-33-71
e-mail: Jadran@jgl.ru




&

Product name / HazsaHue npenapara:

Dramina®, tablets 50 mg, (blister) 10 x 1 (carton box)
Apamuna®, Tabnetkn 50 mr, (6nncrep) 10 x 1 (nauka

KapToHHas)
Batch / Cepun: 16011
Manufacturing date / lata npou3BoaCTBa. 26.05.2021.
Expiry date / loneH Ao: 31.05.2026. B
Date of analysis / [lata npoeefeHMs aHanusa: 20.07.2021.

Name of the API / HanmeHoBaHue
tdapmauesTUueckoin cybCTaHuuu:

Dimenhydrinate / [luMeHruapuHar

cybcTaHumm:

API batch No. / Homep cepum dapmauesTudeckon | 21100096

API Manufacturer / Mpou3asoguTens

3C.MA.O%., Uranus

Recordati Industria Chimica e Farmaceutica S.p.A., Italy
hapMaueBTUHECKON CybCTaHunK: /Pexopaat WHpactpus KuMmuka 3 dapMauesTuka

CERTIFICATE N? 0482/21
CEPTUO®WNKAT N2 0482/21

PARAMETERS
NAPAMETPbI!

REQUIREMENTS
TPEGOBAHWUA

RESULTS
PE3Y/IbTATH!

APPEARANCE

OMWUCAHKE

'White ﬂét round-shaped tablets with facets

and a break mark on one side

Tabnetkn 6Genoro uBeTa, KPyrnoi dopmel,
nnockue, C GackaMM v PUCKOIA Ha OAHOWK
CTODOHE,

White flat round-shaped tablets with
facets and a break mark on one side

Ta6netkw 6enoro useTa, Kpyrnoi GopmMsl,
nnockue, ¢ hackaMmu U PUCKOW Ha OOHOW

CTOpOHE,

IDENTIFICATION
A) HPLC

B) UV spectroscopy

NOAMMHHOCTb
A) BIXX

B) Y®-cnexTpodoToMeTpus

The retention time of the main peaks in
chromatogram of the test solution shall
comply with the retention time of the main
peaks in chromatogram of dimenhydrinate
standard sample solution.

UV absorption spectra of the test solution and
dimenhydrinate standard sample solution in
the range from 200 to 400 nm shall have
maxima and minima at the same
wavelengths (Parameter "ASSAY").

BpeMeHa yAepXvBaHWA OCHOBHbIX MUKOB Ha
XpoMaTtorpaMMe  WCMeITYeMOro  pacrsopa
AOMKHBI COOTBETCTBOBATL BpeMeHaM
YyAEPKUBAHUA OCHOBHBIX nuKkoe Ha
XpoMatorpaMMe  pacTBopa  CTaHAapTHOro
o6pa3ua AuMeHrugpuHaTa

Y®-cnekTpbl  NOFNOWEHWA  WCMbITYeMoro
pacTeopa ¥ pacTeopa craHaapTHoro o6pasua
AvMeHrnapuHaTta s obnactu ot 200 a0 400 HM
LOMKHBI UMETL MAKCUMYMbl 1 MMHWUMYMbI NPKU
oaHWX W Tex Xe anvHax sonH (pasgen
«KonuyecrseHHoe onpejenexmnes)

complies

complies

COOTBETCTRYET

cooTseTcTBYeT

DISSOLUTION
GPh XIII

PACTBOPEHMWE
re XIII

Not less than 75 % (Q) of Dimenhydrinate in
45 min

He meHee 75 % (Q) avMeHruapwHaTta yepes
45 MuH

84-90 %

84-90 %
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o XIII unu EBp.O@.

Karteropus 3A

Obuiee 4MCno a3poSHLIX MUKPOOPraHU3IMOB
He 6onee 10° KOE 8 1 r (mMn)

O6uiee yucno rpubos — He Gonee 102 KOE B
1r(mn)

Oteyrereue Escherichia coli B8 1 r (mn)

RELATED SUBSTANCES Impurity A: not more than 0,5% <0,01%
HPLC Impurity D: not more than 0,1% <0,01%
Impurity F: not more than 0,5% 0,05 %
Impurity I: not more than 0,5% <0,01%
Impurity J: not more than 0,5% <0,01%
Single unidentified impurity: not more than | <0,02%
0,1%
Total unidentified impurities: not more than | <0,02%
0,5%
Sum of all impurities: not more than 2,0% 0,05 %
POACTBEHHbIE NPUMECH Npwumecs A: He bonee 0,5 % <0,01%
B3XX MNpumece D: He Gonee 0,1 % <0,01%
Npumeck F: He 6onee 0,5 % 0,05 %
MNpumeck I: He Gonee 0,5 % <0,01%
MNpumeck J: He Gonee 0,5 % <0,01%
EauHuuHas HengeHTuduumuposadHas | <0,02%
npvMeck: He Gonee 0,1%
CyMMa HeWAEHTUOUUUPOBaHHLIX npumecei: | <0,02 %
He 6onee 0,5 %
CyMMma npumeceid: He 6onee 2,0 % 0,05 %
UNIFORMITY OF DOSAGE According to the requirements Complies
UNITS (AV=2.9)
EU Ph
B cooTBeTCTBUM C TpeGoBaHWAMU cooTBeTCTBYET
OAHOPOLOHOCTD (AV=2.9)
AO03UPOBAHUA
EBp.®.
MICROBIOLOGICAL Category 3A
PURITY* The total number of aerobic microorganisms | not examined
GPh XIII or EU Ph is not more than 10° CFU In 1 g (ml)
The total number of fungi-no more than 10? | not examined
MUKPOBUOIOMMYECKASA CFUin 1 g (ml)
YUCTOTA* Absence of Escherichia coliin 1 g (ml) not examined

HE NpOoBEpEeHO
HE NPOBEPEHO

He nposepeHo

ASSAY
UV spectrophotometry

KONUYECTBEHHOE
ONMPEAENEHWE
Y®-cnekTpodoToMeTpUs

From 45.0 mg to 55.0 mg of dimenhydrinate
(90.0% to 110.0% of the labeled amount) per
tablet

OT 45,0 mr go 55,0 mr gumeHrnapuvnHarta (ot
90,0 pmo 110,0% oOT 3asaBNeHHOro
Konuuyecrsa) B Tabnertke

48,8 mg
(97,6 %)

48,8 mr
(97,6 %)

10 tablets in a F!l;-’f/Ai biister. One blister

PACKAGING 5 or 10 tablets in a PVC/AI blister. One blister
is placed in a cardboard pack along with the | is placed in a ¢ardboard pack along with
package leaflet. the package leaflet.

YMNAKOBKA AR ¥
Mo 5 uam 10 Tabnetok B NMBX/An 6nuctepe. | Mo 10 Tabnetgk. & NBX/An 6auctepe.
OavH 6nuUcTep BMECTe € MWHCTpyKuuwew no | OauH bnuctep BMECTE € UHCTRYKUMER no
NPUMEHEHWIO NOMELLAIOT B KAPTOHHYIO NaduKy | MPUMEHEHWI0 MOMELEH B KaPTOHHY

nayxky el 1400

LABELING Ha nepeuuHoi ynakoeke (6nvctepe) Ha | Ha nepsuuHOi ynakoBke (6nucrepe) Ha
pYCCKOM fA3biKe yKa3aHo: TOproeoe | PYCCKOM  A3biKe YyKasaHo: Toproeoe

MAPKWUPOBKA HaWMEHOBaHWE npenapata co 3HakoM ®, | HauMeHoBaHWe npenapara Co 3HaKoM ®,
MeXayHapoaHoe HEMNATEHTOBAHHOE | MEXAYHAPOAHOEe HENaTeHTOBAHHOE
Ha3saHue, NeKapcTBeHHan ¢dopmMa, | HaseaHue, NeKapcTBeHHan topma,
A03UPOBKa, NOroTun (UpMbI-NPOU3BOAMTENRA, | A03UDPOBKA, nororun PupMbi-
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B
A
o
HOMEp Cepuu, [OaTa OKOHYAHWA CPOKAa | NPOWU3BOAWTENA, HOMEp cepuu, paaTa
rOAHOCTH, OKOHYaHUA CPOKA rOAHOCTU,
Ha BTOpPMYHOW YnaKoBKe (KapTOHHOI nayke) | Ha BTOpPUYHOW YrakoBke (KAPTOHHOW
Ha PYCCKOM A3blKe YKa3aHO: TOProBOE | Mayke) Ha pPYCCKOM H3biKe YKa3aHo:
HauMeHoBaHWe npenapata co 3HakoM ®, | TOprosoe HavMeHoBaHWE npenapara co
MexzayHapoaHoe HenaTeHTOBaHHOE | 3HAaKOM ®, MexayHapoaHoe
Ha3BaHue, AO3UPOBKA, NeKapcTBeHHan | HenaTeHTOBaHHOe Ha3BaHue, NO3WPOoBKa,
¢dopMa, KonuyecTso TabneTtok B YNAaKkOBKE, | nekapcrseHHas  dopma,  KonuvyecTso
Haanucu: «[ina aeten v B3pocnbix», «3+», | Tabnerok B8 ynakoBke, Haanucu: «nsa
«[penoTBpawaer yKkauuBaHue B | geten n B3POCNbIX», «3+»,
TPaHCNopTe», 3HA4YO0K C HAAMNUCbio: «npuem | «lpegoTepawaer yKaunsaHue 8
38 30 MWHYT 00 noesaku», COCTaB | TPAHCNOPTE®», 3H3YOK C  H3ANWCHIO:
(HaumeHoBaHwe 7] cogepxaHue | «npuem 3a 30 MUHYT 40 rnoesaKu», cocTas
AelCTBYIOWEro Belwecrsa), «COAEPXUT | (HaumeHoBaHWe “ coaepwarue
nakTo3sel  MoHOruapat», «[na  npveMa | ASKCTBYIOWEro BelWecrBa), <«COAepXuT
BHYTPb», Cnocob npuMeHeHus: «MpuHMMaTL | NakTo3bl MOHOruMapat», «[ns npuema
NO WHCTPYKUMKM®, YCNOBMR XPaHEHWA C | BHYTPb», cnocob npuMeHeHus
npeaynpeauTensHoMI HaaAnNWUCbio «B | «[IpuHMMaTL NO MHCTPYKUWMK», YCNOBMA
HeNOCTYMNHOM ANR AeTeW MecTe», YCI0BUA | XPaHeHWA o npeaynpeavrensHon
OTNycKa, Ha3BaHue (UPMbI-NPOU3BOANTENR, | HAAMWCBID «B HEeAOCTYMHOM ANA AeTew
aApec, CTpaHa, perucTpauvoHHbIl HOMep, | MecTe», YCnoBuA OTNYCKa, Ha3saHue
wrpnx-Koa, 2-D koa («GTIN:» - rnoGansHblit | dUPMBI-NPOM3BOAUTENA, aApec, CTpaHa,
MACHTUDUKALUOHHbIA HOoMep TOProBOM | PerucTpauMoHHbIN HOMEp, WTPUX-Koa, 2-
efnHnLbI; «SN»: - wHauBMayaneHeld | D koA («GTIN:» - rnoBanbHbiig
CepuiiHbliA HOMEp TOProBOW eauHULE!), HOMEp | MAEBHTUMUKAUMOHHBIR HOMEp TOProBoW
cepuun, AaTa MIrOTOBNEHWUA, AaTa OKOHYaHWUA | eauHuubl; «SN»: - WHAKBUAYANLHLIA
CpOKa roaHoOCTH. CepuitHbid HOMEep TOProBOW eauHMUbI),
Ha BTOpMYHOR ynakoeke (KapTOHHOR Nauke) | HOMep Cepuu, AaTa MU3roTOBNEHWUR, AaTa
Ha AHrNAACKOM  A3blKe  AONOMHWUTENBHO | OKOHYaHWA CPOKa roAHOCTH.
yKasblpaercs: Toprosoe HawuMeHoBaHWe | Ha BTOPWMYHOW Yynawkoeke (KapTOHHOMW
npenapara, HauMeHOoBaHue se6-caiita, | nayke) Ha AHTNMUACKOM A3bike
NOroTun GUpMbi-NPOU3IBOAUTENA. AOMONHUTENBHO  YKasaHOo:  TOproBoe
HauMeHoBaHWe npenapara,
HauMeHosaHue  peb-cadta,  noroTun
dupMbI-Nnpon3soauTens.
STORAGE At a temperature of not more than 25 °C complies
XPAHEHWE MNpu Temnepartype He Bbiwe 25°C COOTBETCTBYET
SHELF LIFE 5 years complies
CPOK rogHoOCTH 5 ner COOTBETCTBYET

* The parameter is controlled by the manufacturer in every 10th batch. / NokasaTens KOHTPONUPYETCA Ha Kamaoit

10-# cepum,

Importing country / Ctpana uMnoprep:

Russian Federation / Poccuiickas @enepauns

Registration Certificate No. / Homep
PerucrpaynMoHHOro yaoCTOBEpEHUS:

10.01.2018)

M NO16084/01 dated 17.11.2009 (re-issued 10.01,2018)
/ M N016084/01 ot 17.11.2009 (aaTa 3aMeHbi

nnowagka:

Manufacturing site / NpouasoacTeeHHan

JADRAN-GALENSKI LABORATORI] d.d., Croatia, Svilno 20,
51000, Rijeka / AAPAH-TANEHCKW RASOPATOPMH a.o.,
XopeaTtusa, CeunHo 20, 51000, Puexa

I hereby confirm that the information above is authentic and accurate, This batch of the product was
manufactured (all production stages), including labeling/packaging and quality control at the above &
mentioned manufacturing site in full compliance with the GMP requirements, requirements of. the reglstratlan
dossier and normative documentation approved in the importing country.

Hac:ronumu YAOCTOBEpPAK, 4TO npusegeHHan Bbiwe HHCDOpMaLIHﬂ noanvMHHa WU TOYHA. ,ClaHHaFI cepua
nexkapcreeHHoro npenapara 6bina npon3seaeHa (Bce CTaguu NMpoOU3BOACTBA), BKIOYAA YNaKOBKY/MapKUpPOBKY
W KOHTPONb KayecTBa, Ha YKA3aHHOW Bbllle MPOU3BOACTBEHHOW MNNOWAEAKE B MOSHOM COOTBETCTBMMU C
TpeboaHuaMu GMP, TpeboBaHWAMU PErucTPaLMOHHOMO AOCLE W HOPMATUBHOW AOKYMEHTaUMKU, YTEEDKAEHHOHM
B CTpaHe-uMnoprepe.

Quality of the product complies to Normative Document N N0O16084/01-100118, var. 1
Kauectso npoaykTa coorsercrayet HA M N016084/01-100118, u3m, 1

I hereby confirm that the batch is approved for release
HacTosiuM NoATBEPXKAAI0, YTO BbllWeyKasaHHas Cepus pa3peueHa K BbINycKy

JADRAN GALENSKI LABORATORI] d.d.
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Date

19 0y. 2]

Oata
Qualified Person
Moanucb YNONHOMOUEHHOMO inua

Biserka Longar 39
4 ’ lf‘ JGLd.d.
{/\{Ii}/r Q&} jg \. Svilng 20

Rijeka
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