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OTAEJ KOHTPOJIA KAYECTBA

CEPTHO®UKAT AHAJIM3A

Hazpanue toBapa: JcciauBep @opre KancyJbl

Cepus Ne: EA1557

Hata uzrotosnenusi: 09.07.2025

Amnanurnueckuid nporokon: U2FK/C-25/ 026

CpOK TOAHOCTH: 30.06.2028

Harta: 29.07.2025

IHOKA3ATEJIN

HOPMbI

PE3YJIBTATHBI

1. Onucanue

TBepasle sxenaTuHOBbIe Kancyms! Ne 0,
KOPIyC KpacHOT'O 11BETa, KpbIlIeyKa
KopuuHeBOro 1Beta. Conepxrumoe
KaICyJIbl - HOPOILIOK MJIM CMECh OPOIIKa
U TPaHyJI OT PO30BATO-XKEITOTO JI0
KOPHUYHEBO-XKEITOTO I[BETA, C
BKPAIUIEHUAMH O€JI0T0, KEITOTO U
KOPHUYHEBOTO IIBETA, TOITYCKAETCS
HaJIMYMe YacTHI[ B BUJIC YIUIOTHECHHOMN
MOPOIIKOOOPa3HOH Macchl OT OEJI0To 10
KOPUYHEBOTO I[BETA, C XapaKTEPHbIM
3aIaxom.

TBepable sxenaTHHOBbIE Kancyisl Ne 0,
KOPITyC KPacHOTO L[BETa, KPBIIIeUKa
KopuuHeBoro 1sera. Coaepxumoe
KaICyJIbl - CMECh ITOPOIIKA ¥ TPaHyl
PO30BaTO-)KEJITOTO IIBETA, C
BKPAIUICHIAMH OEII0T0, KEITOTO U
KOPUYHEBOTO I[BETA YACTHUI] B BUJIE
YIUTOTHEHHOH ITOPOITKO0Opa3HON MacCHI
KOPUYHEBOTO 1[BETA, C XapaKTEePHbIM
3aMaxoM.

2. [lopiuHHOCTH

Docdoannuabl

KadyecTBenHas peakuus ¢
aMMOHMSI MOJIMOAATA
pactBopom 10%

Ha xpomaTorpamme ucnsityemMoro
pacTBOpa, IIPUTOTOBJICHHOTO IS
omnpenenenus pochaTuaUIX0INHA,
dbochaTunnIdITAHOIAMHUHA U

30 ochaTUINIXOJIMHA, OJTHA U3
OCHOBHBIX 30H IT0 IIOJIOXKEHHIO H OKpacKe
JOJDKHA COOTBETCTBOBAThH 30HE Ha
xpomarorpamme pactsopa CO
¢docoarnannxonnHa

Ha xpomaTorpamme ucnsITyeMoro
pacTBopa, IIPUTOTOBIECHHOTO IS
omnpenenenus pochaTUaUIX0INHA,
¢docharuanidTaHONAMIHA U
nmm3odochaTnanIXonHa, OTHA U3
OCHOBHBIX 30H IT0 IIOJIOXKEHHIO H OKpacKe
JOJDKHA COOTBETCTBOBATh 30HE Ha
xpomarorpamme pactsopa CO
¢docharunmTaHOTAMUHA

Ha xpomaTorpamme ucrsITyeMoro
pacTBopa, IPUrOTOBIECHHOTO IS
onpeaeneHus GochaTHIUIKOIHNHA,
docharununsTaHOIAMUHA U
nu3odochaTuarIXonHa, OIHA U3
OCHOBHBIX 30H IO IOJIOXKECHHUIO U OKPACKe
JIOJDKHA COOTBETCTBOBATh 30HE Ha
xpomartorpamme pactsopa CO
nmu3odochaTuIIIKONHHA

O6paSOBaHI/I6 ocaaka KCJITOIro nBcTa

CooTBeTcTBYET

CooTBeTcTBYET

B2KX

TuaMMHa MOHOHHUTPAT,
NHUPHIOKCHHA THAPOXJIOPHUN,
pudodIaBuH, HHKOTHHAMM,
MeTHINAParuIpoKcuéen3oar
HATpHA,
NpoNMINaparuApoKcudeH30aT
HATpHs

Bpemena ynep:xuBaHusI OCHOBHBIX ITUKOB
Ha XpOMaTorpaMmme UCIBITYEeMOTO
pacTBopa J0JLKHBI COOTBETCTBOBATh
BpEMEHaM y/ePKMBAaHHUS OCHOBHBIX
ITMKOB THAMHHA MOHOHUTpATA,
NUPHUAOKCHHA THAPOXIIOPULIA,
pubodraBuHa, HIKOTHHAMU/A,
METHIIIAparuIpoKCUOCH30aTa HATPHS U
IpOoNMIIIaparuIpoKCHOCH30aTa HATPHS

CooTBeTcTBYET
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Ha XpOMaTorpaMMe CTaHIapTHOTO
pactBopa (paznen «KonnuecTBeHHOE
omnpenenenye. THaMuHa MOHOHUTPAT,
MUPHUIOKCHHA THIPOXIIOPUL,
pubo¢IaBuH, HUKOTHHAMUIY)

InanokobanaMuH

JlomKHBI HaOMIOAATHCST 30HBI
CTUMYJISILIUK POCTA TECT-
MHUKPOOPTaHU3MOB JUIsl HCIIBITYEMOTO
pactBopa u pactsopa CO
LIMaHOKOOAIaMH1Ha, IPUTOTOBIICHHBIX IS
KOJIMYECTBEHHOTO OIIPEICIICHUS
I[MaHOKOOaIaMIHa

CooTBeTcTBYET

a-Toxodepoa anerat

Bpewmst yaepuBaHUS OCHOBHOTO ITMKA Ha
XPOMAaTOrpaMMe HCIIBITyEeMOT'0 PacTBOPA,
HPUTOTOBIICHHOTO IS KOJIMYECTBEHHOTO
onpezieNieHus a-Toko(epora anerara,
JIOJDKHO COOTBETCTBOBATH BPEMEHH
yJlep>KUBaHUsI OCHOBHOT'O IHKa Ha
xpomarorpamme pactsopa CO
a-TokogepoJa auerara

CooTBeTCTBYET

ByrnarnapoxkcuTosyoJ

Bpewmst yiep:kuBaHus OCHOBHOTO ITHKa Ha
XpOMAaTorpaMMe HCIBITYEMOT0 PacTBOpa,
MIPUTOTOBIICHHOTO ISl OTIPEICICHUS

Oy THIITUPOKCUTOIIYOJIa, TOJIKHO
COOTBETCTBOBAThH BPEMEHHU YACPIKUBAHUS
OCHOBHOT'O MHKa HA XpOMAaTOrpaMMe
pactBopa CO OYyTHITHAPOKCUTOIYO0JIA

CooTBeTcTBYET

3. OxHOpPOIHOCTH MacChl

B cooTBeTcTBUM ¢ TpeOOBaHUIMU

CoOoTBeTCTBYET

4. PacnagaemMocThb

He 6onee 30 MuHyT (C AUCKaMHM)

07 munyT 58 cek

5. MeTuanaparuipoxkcudoeH3oar
HATpUA

IIponmmanaparugpoxcudenzoar
HATpHs

Ot 0,32 10 0,48 Mr
MeTUIIaparuipokcuben3oara HaTpust B
1 xarcyne (ot 80 mo 120 %)

Or 0,16 no 0,24 mr
MPONUIIIAparuIpoOKCubeH30ata HaTpHs B
1 kancye (ot 80 1o 120 %)

0,3975 mr (99,38 %)

0,1836 mr (91,80 %)

6. ByTHIrHIpPOKCHTOTY 0T

He 607ee 1,15 mr
OyTuiruapokcuTonyona B 1 kamncysne (He
oonee 115 %)

0,8561 mr (85,61 %)

7. ®ochaTHaIITX0NIUH
dochaTHaIUIITAHOTIAMIH
JImzodpocharuaunxonux

He menee 27 %
He 6oiee 24 %
He 6oiee 7,6 %

CoOTBETCTBYET TECTY C IPUMEHEHUEM
MeToJla TOHKOCJIOHHOW Xpomarorpaduu

8. Mukpoouoaornyeckas
YHCTOTA

OO61Iee KOIMIeCTBO adpOOHBIX OaKTepUit
He Gomee 10B 1 T,

O6uiee KoIuuecTBO TpuboB He Gonee 102
Blr,

OHTEepOOaKTEpHH U IPYyTHE
IrpaMOTpHIIATEIbHBIE OaKTepuu He OoJiee
10’81,

OtcytcrBue Escherichia coliB 1 T,
OtcyrcrBue Salmonella s 10 T,
OrcytctBue Staphylococcus aureus B 1 T.

Anpobubie 6akTepun: <500 B 1 T,
Hpoxoku u Tpudsr: <50 B 1 T,

OHTepoOaKTepuu U APYTHE
rpaMoTpuIaTenbHbie OakTepun: <10 B 1
r’

Escherichia coli: orcytcTByer
Salmonella: orcyrcTByeT
Staphylococcus aureus: 0TCyTCTBYeET

9. KosimyecTBeHHOE Onpe/ieieHHe
dochomumumb

TuamMnHa MOHOHUTpAT
[MupunoxcrHa THAPOXIIOPUA
PubodraBun

Huxorunamup,

a-Tokodepona anerat
IInanoko0amaMuH

255,0 —345,0 mr B 1 xancyne (85-115 %)
5,4 -9,0 mr B 1 xancyie (90-150 %)

5,4 —9,0 mr B 1 xancye (90-150 %)

5,4 — 8,5 mr B 1 xancye (90-142 %)
27,0 — 40,0 mr B 1 kancyne (90-133 %)
5,4 —7,8 mr B 1 kancyne (90-130 %)

5,4 — 12,0 mxr B 1 kancyne (90-200 %)

321,00 mr (107,00 %)
5,9503 mr (99,17 %)
7,477 mr (124,62 %)
7,1186 mr (118,64 %)
35,9927 mr (119,98 %)
6,2514 mr (104,19 %)
10,59 Mkt (176,49 %)
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10. YnakoBka

ITo 10 wmm 15 xancyn B KOHTYPHYIO
STEHKOBYIO YIAKOBKY U3 TUICHKH
MTOMMBIUHWIXIOPUIHON U (DOITBIH
AIFOMUHUEBOM NIEYaTHOW JTAKMPOBAHHOM.
3,5, 6 wm 9 KOHTYPHBIX TYEHKOBBIX
YIIaKOBOK BMECTE C HHCTPYKIHEH 10
MEIUIIMHCKOMY TIPUMEHEHUIO
JIEKapCTBEHHOTO TIperapaTa B Mauky 3
KapToHa.

10 karcys B KOHTYPHYIO sIMEHKOBYIO
YIaKOBKY 3 IJICHKH
TOJIMBHHIWIXJIOPUIHON U (OIBTH
AJIIOMUHUEBOM TIEYaTHOU JJAKMPOBAHHOM.
5 KOHTYPHBIX STYEUKOBBIX YIIAaKOBOK
BMECTE C HHCTPYKIIUEH 1Mo
MEIUIIMHCKOMY PUMEHEHUIO
JIEKapCTBEHHOTO MpemnapaTa B Mayky u3
KapTOHa.

11. MapkupoBka

IepBuyHas ynakoBka

Ha xoHTYypHOII slueiikoBOl ynakoBKe Ha
PYCCKOM SI3bIKE YKa3bIBAIOT
HaNMEHOBAHHUE Ipernapara ¢
MpeaynpeauTeIbHO MapKIPOBKOH ®,
JIEKapCTBEHHYIO POpMY,
TPYIIIHPOBOYHOE HANMEHOBAHHE
(«ITommButamMuHb! + ochoIUIHIBD)),
HaNMECHOBAHHUE U COJICPIKaHHE
JIeHCTBYIOIINX BEIIECTB B KaIcyJle,
KOJINYECTBO KaICyJl, HAUMEHOBaHHE
MIPOU3BOUTENS, CTPaHy, HAUMEHOBAHUE
JiepKaTesst perucTpaliMoHHOTO
yIOCTOBEPEHHUS, €ro JOTOTHII, CTPaHy,
HOMeEp NMPOU3BOICTBEHHOI JTHIIEH3HH,
HOMEp CEepHH, IaTy IPOU3BOJCTBA, JaTy
UCTEYEHHS CPOKA TOIHOCTH.
BropuuyHnasi ynakoBka

Ha nmauke Ha pycCKOM SI3BIKE yKa3bIBAIOT
HaMMEHOBaHHUE Ipernapara ¢
MpeaynpeauTeIbHON MapKIPOBKOH ®,
JIEKapCTBEHHYIO (OpPMY, HAUMEHOBaHHE U
COZIepKAHUE JEUCTBYIOLUX BEILECTB B
KarcyJe, TpynIupoBOYHOE
HanMmeHoBaHue («IlomuBuTaMHUHBI +
Dochomunuas»), «Comepxat
oyruiruapoxcutonyon (E 321),
MeTwinaparuapokcudensoar Hatpust (E
218), nponmmaparupokcuoeH30at
Hatpus (E 216), kpacurens MyHIOBBIH
[[Torco-4R] (E 124), xpacutens
azopyouHs (E 122), xpacuTens CONHCYHBIH
3akat xentbii (E 110)», komudecTBo
KarcyJl, HAUMEHOBaHNE TTPOM3BOANUTENS,
CTpaHy, HOMEp ITPOU3BOACTBEHHOM
JMLEH31H, HANMEHOBaHHE JICPIKATEIs
PETHCTPAIMOHHOTO YI0CTOBEPEHHMS, ET0
JIOTOTHI, a/ipec, TenedoH, HOMEp CepuH,
JIaTy IPOU3BOACTBA, ATy UCTEUCHUS
CpOKa TOAHOCTH, HOMEP
PETUCTPAIIMOHHOTO YIOCTOBEPEHUS,
«J171s1 mpuema BHYTpB», YCIOBUS OTITyCKa,
yCIJIOBUS XpaHEHUsl, « XPAHUTh B
HEJIOCTYITHOM IJIs IeTei MecTey,
«[Ipemapat amnst nedeHust 3a00neBaHUN
MIEYCHN», INTPHUXOBOH KOJI, CPECTBA
UACHTH(HUKANNY U1 MOHUTOPHHTa
JIBIDKCHUS JIEKAPCTBEHHBIX IIPENaparToB.

IlepBn4Has ynakoBka

Ha xoHTypHOI! slueliikoBOi yakoBKe Ha
PYCCKOM SI3BIKE YKa3bIBAIOT
HaNMEHOBAHHUE MpeTapara ¢
TpeaynpeauTeIbHON MapKIPOBKOH ®,
JIEKapCTBEHHYIO opMy,
TpyNIHPOBOYHOE HANMECHOBAHHUE
(«omuBuramuns! + @ochomumumsn»),
HaVMEHOBAHHUE U COJEPKAHHE
JICHCTBYIOIUX BEILECTB B KarcyJe,
KOJINYECTBO KaIlCyJl, HANMEHOBaHHE
MPOU3BOJUTENS, CTPaHy, HAUMEHOBAaHUE
JiepaKaTeNs peruCTPallMOHHOTO
YAOCTOBEPEHHS, €T0 JIOTOTHII, CTPaHy,
HOMep IIPOU3BOJICTBEHHOM JIHIIEH3UH,
HOMEp CEepHH, NaTy NPOU3BOJCTBA, ATy
HCTEYEHHSI CPOKA TOIXHOCTH.
BropuyHas ynakoBka

Ha nmauke Ha pyccKOM sI3bIKE YKA3bIBAIOT
HaMMEHOBaHHUE Mpernapara ¢
peaynpeauTeIbHON MapKIpOBKOH ®,
JIEKapCTBEHHYIO ()OPMY, HAUMEHOBaHHE U
COZlep>KaHue AEHCTBYIOIUX BEILECTB B
KarcyJe, TPyIIIpOBOIHOE
HanMeHoBaHue («IlomuBUTAMHUHEI +
Dochomumuasy), «Comepxar
oytunrunpoxcuroiyon (E 321),
MeTwimnaparuapokcuoensoar Hatpus (E
218), mpomuimaparuipokcuoeH3oar
Harpus (E 216), kpacurenb myHIOBBIN
[[Torco-4R] (E 124), xpacutens
azopyouH (E 122), xpacuTenb CONHEYHBIH
3akat xenteii (E 110)», komndecTBoO
KarcyJl, HAUMEHOBaHHE TIPOU3BOUTES,
CTpaHy, HOMEp IIPOU3BOACTBEHHOM
JWLCH3UN, HANMEHOBAHUE e KaTeIIs
PETHCTPAIMOHHOTO YAOCTOBEPEHHUS, €T
Jgorotum, axpec, TenedoH, HoMep cepud,
JlaTy MPOU3BOACTBA, ATy UCTEUECHUS
CpOKa rOHOCTH, HOMEP
PErUCTPAIIIOHHOTO YJOCTOBEPEHNS,
«/ln1s1 mpremMa BHYTpBY, YCIIOBHUS
OTIIyCKa, YCIIOBHS XPaHEeHHUs, « XpaHUTh B
HEIOCTYITHOM ISl JIETEH MecTe,
«IIpemnapar ams nedeHust 3a00IeBaHNI
TICYCHN», INTPUXOBOH KOJI, CPEACTBA
HAACHTH(UKAINH [T MOHUTOPHHTA
JBIDKCHUS JIEKAPCTBEHHBIX MTPENapaToB.

12. YcnoBusi XxpaHeHHS

ITpu Temneparype He BbiwIe 25 °C.
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| 13. Cpox rogHocTH | 3 ronma
[Mpumeuanue: O6pazer; COOTBETCTBYET Brllieyka3zaHHO# crielU(pUKAIHH.
/Moxanuce/ /Moanuce/
AHaIUTHK Menemkep 110 KOHTPOJIIO KauecTBa

Hara: 29.07.2025 /TlegaTn/ Hara: 29.07.2025



Norotun Ha6poc ®apma Mpaiisut lumurepg,
y *‘60""”3(:“” Yuyactok Homep 110/A/2 Amut ®apm, [IxKaiiH Ynawpua, paaom c 3asoaom Koka-
@ I.FI’;)TC mzpma Kona, N.H. Homep 8 Nopoa: Kagkunypa — 387411, PaioH: Kxepa, MNya)kapar wrar,

Uupna

Ceptudukar coorsetcteua Ne2025/EA1557/0016

HanmeHoBaHWe NpoayKTa:

dccnusep PopTe Kancynbl

PbIHOK:

Poccuiickaa deaepaums

Homep pernctpaumoHHoro
YAOCTOBEpPEHUA N AaTa
peructpauunm

M N016187/01
[aTa: 03.10.2024

HanmeHoBaHWe 1 agpec
Aepxartens
PerncTpaunoHHOro
YyA0CTOBEpPEHUS

AO «Hwuxdapm», Poccus
603950, yn. CanraHckas, 7
Poccua, r. HuxxHuih Hosropoga,

Homep HA v n3meHeHui:

M N016187/01-031022, nsmeHeHue Nel-3

HanmeHoBaHue AOU cceHymanbHble pochonmnuapl 300 mr
TuamunHa moHoHuTpaT (Bp. P.) 6 mr
PubodnasuH (bp. P.) 6 mr
MupuaokcuH ruapoxnopuaa (bp. d.) 6 mr
HukotuHamung, (Bp. @.) 30 mr
UmaHokobanamuH (bp. P.) 6 MKr
Tokodepon aueTtar (Bbp. d.) 6 mr
Cepua A®U / Homep
naptuu: HanmeHosaHue A®U Cepusa A®U Homep naptum
3cceHumanbHble dpochonnnmapl EPL 0464/25 U2ARRM25260020
EPL 0465/25 U2ARRM25260057
EPL 0466/25 U2ARRM25260058
TuamunHa moHoHuTpar (Bp. ¢.) TN24072044 NUNR240245
PubodnasuH (bp. P.) RF252610214 U2ARRM25260024
MupuaokcuH ruapoxnopuaa (bp. @.) | PH24113064 U2ARRM25260041
HukotuHammpg, (Bp. @.) 25- U2ARRM25260037
26/NMDI[C]/00010
LinaHokobanamuH (Bp. P.) 012412002 NUNR240249
Tokodepon auetart (Bp. ¢.) VD-2506 U2ARRM25260038

Crpanuna Ne 1 u3 3




Norotun Ha6poc ®apma Mpaiisut lumurepg,
KOMNaHuu Yyactok Homep 110/A/2 Amut d®apm, xaitH Ynawpua, paaom ¢ 3asoaom Koka-
Habpoc ®apma . o
Mt /1Ta Kona, N.H. Homep 8 lopopa: Kagxunypa — 387411, PainoH: Kxeaa, lN'yarkapar wrar,
Uupna
Ceptudukar coorsetcteua Ne2025/EA1557/0016
MpounssoacTBEHHAA HanmeHoBaHne ADU MponsBoacTBeHHas naowagka AOU:

nnowaaka APU:
HanmeHoBaHue, agpec

JcceHuManbHble
dochonmnnuabl

TuamunHa moHoHuTpart (Bp.
®.)

PubodnasuH (bp. P.)

MnpnaokcmH
rmapoxnopuaa (bp. P.)
HukotuHamung, (Bp. @.)

UmaHokobanamuH (bp. P.)

Tokodepon auertat (Bbp. D.)

HanmeHoBaHue, agpec

Habpoc ®apma MeT /114,

Yyactok Homep 110/A/2 Amut dapm, [dskainH
Ynawpwua, pagom c 3asogom Koka-Kona,

N.H. Homep 8 lopoga: Kagxunypa, Kxega 387411,
lyoxxapat, UHaua.

LU3aHcn TaHbcnHb ®apmacetoTukan Ko., J/1T4a.,
MpomblwneHHan 30Ha Jle'AHbU3KH, JlenuH,
nposuHuua LzsaHcn-333 300, Kutait.

Mpauun ®apmacbtoTnkans e, Jitg,

E-108, MIDC, Tapanyp, boticap, Auct MNanrxap,
NHana.

LU3aHcn TaHbcnHb ®apmacetoTukan Ko, /11
Nenangxnur UHagactpman 3oHa, JlenuHr, AxKnaHKcn-
333 300, Kutait.

BectepH Oparc /lta, WHanAa

F-271 [A], Meyap nHayctpuanbHan 30Ha, Maapw,
Ypannyp-313003, PagyKacTtaH, MHama.

Xebelt XyapoHr ®apmacbiotnkans Ko, Jita, Kutais;
Ne8, Beiep Poya, NpOMbIWNEHHbIN NapK HUHL3MHB,
CuHTal, npoBuHUMA X36el Kutaii. PC-055550.
Baagep WynbL, labopaTpmec

Mnot No J-6, OIDC, Maxatma NaHan Yayor

Harap, Oabxeit, JamaH.[JamaH & Diu-396210,
UHauna.

[oTOBbIN NPOAYKT/ HOMeEp:

EA1557

NponssoacTBeHHaA Habpoc ®apma MNBT. NTA.

naowagKa gna rotoBoro Yyactok Homep 110/A/2 AmuT Papm, [xaiiH Ynawpua, pagom c 3asogom Koka-
NIeKapCTBEHHOTO Kona, N.H. Homep 8, Kagxkunypa — 387411, PaitoH: Kxeaa, MN'yaxapat, UHaua
npenaparta:

[laTa U3roToB/ieHuA: 09/07/2025

lfopeH go: 30/06/2028

KosimyecTBo ynakoBOK B
cepum

14 000 x 5 x 10 Kancyn

Jexnapauunsa o COOTBETCTBUM NPOAYKTa:

9Ta cepuA NeKapcTBeHHOro npenapara 6bl1a NnpousBeaeHa, YNaKoBaHa U NPOKOHTPO/IMPOBaHa B COOTBETCTBUM
¢ Hapnexaweit [MpoussoacTBeHHOW nNpakKTUKoOn (GMP), MeCTHbIMM pPeryiaTopHbIMM OpraHamu M
pPerncTpaumoHHbIM A40Cbe.

Ucnonb3oBaHHble cepum / 1 AOU 6biam npousseaeHbl B COOTBETCTBUM € TpeboBaHuaMu GMP.

MpoToKoAbl NPOU3BOACTBA U YNAKOBKMU, TAaK e KaK OTYET O KOHTpone 6biM NPOCMOTPEeHbl U MPU3HaHbI
cootsertcTyowmmmn GMP.

Crpanuna Ne 2 u3 3




Norotun Ha6poc ®apma Mpaiisut lumurepg,

y *‘60""”3(:“” Yyactok Homep 110/A/2 Amut d®apm, xaitH Ynawpua, paaom ¢ 3asoaom Koka-
@ I_FI’;)TC mzpma Kona, N.H. Homep 8 Fopoga: Kagykunypa — 387411, PaioH: Kxega, NygsKkapar wrar,

Uupna
Ceptudukar coorsetcteua Ne2025/EA1557/0016

Bo Bpemsa npoueccos npoussoactsa/ ynakoBKu/ KOHTpoAa 6b1an HaliaeHbl OTKNOHEHUA:

Het

O Ada Ne, pata

OTKNOHEeHUs, nepevyncineHHble HMUXxe, 6b1K 3aKpPbITbl A0 BbIMNYCKa cepunn:

H/N

OTKNOHEHUA BblLe He 3aKpbITbl 40 BbIMyCKa cepun. Nponssoantenb HeceT OTBETCTBEHHOCTb 33 BCE PUCKMK B
TeyeHne CpokKa rogHOCTHU roToBOIro NPOoAyKTa.

H/N

KommeHTapum:

MpoaykT X1 gonyuweH / O He gonyuleH ana peannsaumm Ha pbiHKe.

YnonHomoueHHoe nuuo (YN)

/Noanuce/ 30.07.2025

Moanuck / fata

MevaTtb

MNepesog, BbINONHW:

LLMmeneBa HaTanbsa Noanvcano uudposoii noanicsio:

Wimenesa Hatanbs Braaummuposta
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Crapmmii MeHekep 0 KaueCTBY
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NABROS PHARMA

PVT. LTD.

Office: 3" Floor, Oriental House-I, Opp Art Galary,B/H Brtish Library, LawGarden, Ellisbridge,

Ahmedabad-380 006 (India)

Factory: National Highway No.8, Kajipura-387 411.

Phone/Fax: 02694-277694/95

(The Drugs & Cosmetics Act 1940 & The Rules there under)

ASQUALITY DIVISION
CERTIFICATE OF ANALYSIS

Name of the Product: ESSLIVER FORTE CAPSULE

Batch No.: EA1557

Mfg. Date : 09/07/2025

A.R. No.: U2FK/C-25/026

Exp. Date : 30/06/2028

Date: 29/07/2025

CHARACTERISTICS

NORMS

RESULTS

1. Description

Hard gelatin capsule No 0, red body,
brown cap. The  capsule contents are
powder or a mixture of powder and
granules from pinkish-yellow to brown-
yellow, with inclusions of white, yellow
and brown, the presence of particles in
the form of a compacted powder-like
mass from white to brown with a
characteristic odour is allowed.

Hard gelating capsule No O red
body, brown cap. The capsule
content is pinkish-yellow colour
mixture of powder and granules,
with inclusion of white, yellow
and brown particles in the form
of a compated powder like mass
from brown with characteristic
odour is allowed.

2. Identification

Phospholipids

Qualitative reaction with

ammoniummolybdate solution 10%

One of the main spots in a chromatogram
of the test solution prepared for assay of
Phosphatidylcholine,
phosphatidylethanolamine and
lysophosphatidylcholine shall correspond
by position and color to that in a
chromatogram of Phosphatidylcholine RS
solution.

One of the main épots in a chromatogram
of the test solution prepared for assay of
Phosphatidylcholine,
phosphatidylethanolamine and
lysophosphatidylcholine shall correspond
by position and color to that in a
chromatogram of
phosphatidylethanolamine RS solution.

One of the,main spots in a chromatogram
of the test solution prepared for assay of
Phosphatidylcholine,
phosphatidylethanolamine and
lysophosphatidylcholine shall correspond
by position and color to that in a
chromatogram of lysophosphatidylcholine
RS solution

Formation of yellow sediment

Complies

Complies

HPLC

Thaimine Mononitrate, Pyridoxine
hydrochloride, Riboflavin,
Nicotinamide, Sodium methyl
parahydroxybenzoate, Sodium propyl
parahydroxybenzoate

The retention time of the main peaks in
the chromatogram of the test solution
should correspond to the relention times
of the main peaks of Thaimine
Mononitrate, Pyridoxine hydrochloride,
Riboflavin, Nicotinamide, Sodium methyl
parahydroxybenzoate and Sodium propy!
parahydroxybenzoate in the
chromatogram of the standard solution
(section “"assay. Thaimine Mononitrate,
Pyridoxine  hydrochloride,  Riboflavin,

Complies




"NABROS PHARMA

PVT. LTD.

Office: 3" Floor, Oriental House-lI, Opp Art Galary,B/H Brtish Library, LawGarden, Ellisbridge,

Ahmedabad-380 006 (India)

Factory: National Highway No.8, Kajipura-387 411.

Phone/Fax: 02694-277694/95

(The Drugs & Cosmetics Act 1940 & The Rules there under)

Nicotinamide")

Cyanocobalamin

Zones of growth stimulation of test
microorganisms for the test solution and
cyanocobalamin RS solution prepared for
cyanocobalamin  assay should be
observed.

Complies

a-Tocopherol acetate

The retention time of the main peak in the
chromatogram of the test solution
prepared for the ao-tocopherol acetate
assay should correspond to the retention
time of the main peak in the
chromatogram of the a-tocopherol acetate
RS solution.

Complies

Butylhydroxytoluene

The retention time of the main peak in the
chromatogram of - the test solution
prepared for the determination of
butylhydroxytoluene should correspond to
the retention time of the main peak in the
chromatogram of the butylhydroxytoluene
RS solution.

Complies

3.Uniformity of mass

According to the requirements

Complies

4. Disintegration

NMT 30 min (with discs)

07 min 58 Sec

5.Sodiummethylparahydroxybenzoate

Sodiumpropylparahydroxybenzoate

0.32 to 0.48 mg of sodium
methylparahydroxybenzoatein 1 capsule
(80 to 120%),

0.16 to 0.24 mg of sodium
propylparahydroxybenzoatein 1 capsule
(80 to 120%)

0.3975 mg (99.38 %)

0.1836 mg (91.80 %)

6. Butylhydroxytoluene

NMT 1.15 mg of butylhydroxytoluene in 1
capsule (NMT 115%)

0.8561 mg (85.61 %)

7.Phosphatidylcholine
phosphatidylethanalamine

lysophosphalidylcholine

Phosphatidylcholine -  NLT  27%,
phosphatidylethanolamine — NMT 24%,
liophosphatidylcholine — NMT 7.6%

Confirms as per TLC tests.

8.Microbiological purity

The total number of aerobic bacteria
NMT 10*in 1 g,

The total number of yeastsNMT
10%in 1 g,

Enterobacteriaceae and other
negative bacteria NMT10%in 1 g.
Absence of Escherichia coliin1g
Absence of Salmonellain 10 g

Absence of Staphylococcus aureus in 1 g

gram-

Aerobic bacteria <5600in 1 g
Yeast and Fungus: <60in1g

Enterobacteriaceae and
other gram-negative bacteria:
<10in1g.

Escherichia coli: Absent
Salmonella : Absent

Staphylococcus aureus: Absent

9.Assay
Phospholipids

Thiamine mononitrate

Pyridoxine hydrochloride

255.0 to 345.0 mg in 1 capsule (85 to
115%)

5.41t0 9.0 mg in 1 capsule (90 to 150%)
5.4 10 9.0 mg in 1 capsule (90 to 150%)

321.00 mg (107.00 %)

5.9503 mg (99.17 %)

7.477 mg (124.62 %)
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Riboflavin

Nicotinamide

a-Tocopherol acetate

Cyanocobalamin

5.4 10 8.5 mg in 1 capsule (90 to 142%)

27.0t040.0 mg in 1 capsule (90 to 133%)
5.4to0 7.8 mgin 1 capsule (90 to 130%)

5.4 t012.0 mcg in 1 capsule (90 to 200%)

7.1186 mg (118.64 %)
35.9927 mg (119.98 %)
6.2514 mg (104.19 %)
10.59 meg (176.49 %)

10. Packing

10 or 15 capsules in a blister made of
polyvinylchioride  film and  printed
lacquered aluminym foil. 3, 5, 6 or 9
blisters together with the instructions for

use of the medicinal product in a carton.

10 capsules in a blister made of
PVC film and lacquered printed
aluminum foil. 5 blisters together
with the patient information
leaflet placed into the carton.

11. Labeling

Primary packaging.

On the blister packaging in Russian, the
name of the medicinal product with the
registered trademark®, the dosage form,
the grouping name (“Multivitamins +
Phospholipids”), the name and content of
active substances in the capsule, the
number of capsules, the name of
manufacturer, the country, the name of
the marketing authorization holder, its
logo, the country,' the production licence
number, the batch number, the

manufacturing date, the expiration date.

Secondary packaging

On the box in Russian, the name of the
medicinal product with the registered
trademark®, the dosage form, the name
and content of gctive substance in the
capsule, the grouping name
(“Multivitamins + Phospholipids”),
“contains butylated hydroxytoluene (E
321), sodium methyiparahydroxybenzoate
(E 218), sodium
propylparahydroxybenzoate (E 216), dye
Ponceau 4R (E 124), dye Azorubine (E
122), dye Sunset Yellow (E 110),” the

number of capsules, the name of the

Primary packaging

On the blister packaging in
Russian, the name of the
medicinal product with the
registered trademark®, the
dosage form, the grouping name
(“Multivitamins+ Phospholipids”),
the name and content of active
substances in the capsule, the
number of capsules, the name of
manufacturer, the couh'try, the
name of the marketing
authorization holder, its logo, the
country, the production licence
number, the batch number, the
manufacturing date, the

expiration date.

Secondary packaging

On the box in Russian, the name
of the medicinal product with the
trademark®, the

dosage form, the name and

registered

content of active substance in
the capsule, the grouping name
(*Multivitamins+ Phospholipids”),
butylated
hydroxytoluene (E 321),sodium

“contains

methylparahydroxybenzoate(E

218), sodium
propylparahydroxybenzoate (E
216), dye Ponceau 4R (E 124),
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manufacturer, the country, the production
licence number, the name of the
marketing authorization holder, its logo, its
address, phone, the batch number, the
manufacturing date, the expiration date,
the marketing authorization number, “for
oral use,” dispening requirements, storage
conditions, “Keep out of reach of
children,” “For the treatment of liver
diseases,” barcode, identification means
for monitoring the movement of medicinal
products.

dye Azorubine (E 122), dye
110),” the

number of capsules, the name of

Sunset Yellow (E

the manufacturer, the country,
the production licence number,
the name of the marketing
authorization holder, its logo, its
address, phone, the batch
number, the manufacturing date,
the expiration date, the
marketing authorization number,

“for oral use, dispening

requirements, storage
conditions, “Keep out of reach of
children,” “For the treatment of
liver diseases,” barcode,
identification means for
monitoring the movement of

medicinal products.

12.Storage

At a temperature not exceeding 25 C

13.Shelf life

3 years

Remarks: The sample CONFIRMS as per above specification.
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Date: 29/07/2025
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Quality Control Manager
Date: 29/07/2025
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NABROS PHARMA PRIVATE LIMITED

Certificate of Conformity Ne: 2025/EA1557/0016

Survey No. 110/A/2, Amit Farm, Jain Upasraya, Near Coca Cola
Factory, N.H. No: 08, City. Kajipura - 387411, Dist: Kheda, Gujarat
State, India.

Product name:

ESSLIVER FORTE CAPSULES

Market:

Russian Federation

Registration Certificate
Number and Date of
[ssue

PN016187/01
Date : 03.10.2024

Name and address of
holder registration
certificate

Nizhpharm JSC, Russia
7, Salganskaya str., 603950,
Nizhny Novgorod, Russia

Designation of ND and
changes:

[INe016187/01-031022, Change Ne 1-3

Essential Phospholipids 300 mg
Thiamine mono nitrate B.P. 6 mg
Riboflavin B.P. 6 mg
Name of API P¥r1d9x1nte. HCI B.P. 6 mg
Nicotinamide B.P. 30 mg
Cyanocobalamine B.P. 6 mcg
Tocopherol Acetate B.P. 6 mg
Name of API API Batch Lot Number
EPL0464/25 U2ARRM25260020
Essential Phospholipids EPL0465/25 U2ARRM25260057
EPL0466/25 U2ARRM25260058
APIbatch/lot number: Thiamine mono nitrate B.P. TN24072044 NUNR240245
Riboflavin B.P. RF252610214 U2ARRM25260024
Pyridoxine HCI B.P. PH24113064 , U2ARRM25260041
Nicotinamide B.P. 25-26/NMD[C]/00010 |U2ARRM25260037
Cyanocobalamine B.P. 012412002 NUNR240249
Tocopherol Acetate B.P. VD-2506 U2ARRM25260038
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NABROS PHARMA PRIVATE LIMITED
Survey No. 110/A/2, Amit Farm, Jain Upasraya, Near Coca Cola
Factory, N.H. No: 08, City. Kajipura - 387411, Dist: Kheda, Gujarat
State, India.

Certificate of Conformity Ne: 2025/EA1557/0016

API production site:
name, address:

Name of API API production site: Name, Address

Essential Phospholipids Nabros Pharma Pvt Ltd,
Survey No. 110 /A/2, Amit Farm, Jain
Upasrya, Near Coca Cola Factory,
N.H. No. 8, Kajipura, Kheda 387411,
Gujarat, India.

Thiamine mono nitrate B.P. Jiangxi Tianxin Pharmaceutical Ltd.
Le’anjing Industrial Zone, Leping, Jiangxi-333
300, China.

Riboflavin B.P. Prachi Pharmaceuticals Pvt. Ltd

E- 108, MIDC, Tarapur, Boisar, Dist. Palghar -
401506, Maharashtra,, India

Pyridoxine HCI B.P. Jiangxi Tianxin Pharmaceutical Ltd.
Le’anjing Industrial Zone, Leping, Jiangxi-333
300, China.

Nicotinamide B.P. Western Drugs Ltd., India

F-271(A), Mewar Industrial Area, Madri,
Udaipur-313003, Rajasthan, India.

Cyanocobalamine B.P. Hebei Huarong Pharmaceuticals Co., Ltd.
No.8, Weier Road, Ningjin Salinization
Industrial park, Xingtai, Hebei Province China.
PC-055550

Tocopherol Acetate B.P. Baader Schulz Laboratories., India
Plot No. J-6, GIDC, Mahatma Gandhi Udyog
Nagar, Dabhel, Daman.Daman & Diu-396210.
India.

Finished Product
batch/Lot:

EA1557

The finished drug
production site:

Nabros Pharma PVT. LTD.
Survey No. 110/A/2, Amit Farm, Jain Upasrya, Near Coca Cola Factory, N.H. No.8,
Kajipura- 387411, District : Kheda, Gujarat, India

Production date: 09/07/2025

Valid until: 30/06/2028

Number of packages 14000 x 5 x 10 Capsules
per batch/lot:
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NABROS PHARMA PRIVATE LIMITED
Survey No. 110/A/2, Amit Farm, Jain Upasraya, Near Coca Cola
Factory, N.H. No: 08, City. Kajipura - 387411, Dist: Kheda, Gujarat
State, India.

Certificate of Conformity Ne: 2025/EA1557/0016

Product Declaration of Conformity:
This series of drug products has been manufactured, packaged, and tested in accordance with

Good Manufacturing Practices (GMP), local regulatory authorities, and registration dossiers.
The used batch / and APIs were manufactured in accordance with GMP requirements.

The manufacturing and packaging protocols, as well as the test report, were reviewed and
recognized as GMP compliant.

During manufacturing / packaging / testing processes deviations were found:

B/NO

O YES Ne, date

Deviations listed below were closed before the release of the batch:

~8a —

Deviations below are not closed until release batch. The manufacturer is responsible for all risks
during the shelf life of the finished product.

Comments: p B

The product is mwed /o not allowed to release to the market.

Do Frooresl, P-

Qualified Person (QP)

2

2e! "71

Signature / Date

p&ﬁ/
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