Disintegration. Not greater than 15 min. (with use: discs).

Posnanaitia He Ginbwe 15 xpitmn (is. 3aCTOCYBAHHAM m-icmn} -
anomme iOYOMYy” BHAAHHIO
(Ph: Eur: 2.9.1)
06 ‘min 45 sec
; | 06 xB. 45 cex g
Uniformity of mass The average mass is 0.550 g £ 5% Complies with current edition
OaHOpiAHICTL MacK (from 0.5225 g. t6 0.5775 g.). (Ph. Eur. 2.9. 5)

Acceptable deviation -of mass. of individual tablets | Binnosinae ailowoMy BHAGHHIO
from the average mass for 18 tablets out of 20 is % ‘(Ph. Eur, 2.9:5) i
5%; -acceptable deviation of ‘mass of individual Average mass: 0.553 g

fsalitii{:)s q;::om ‘the average mass'for 2 tablets out of 20 Cepenss maca: 0.553 r

Cepenna maca: 0,550 1+ 5%

(Bin 0,5225 r no 0,5775 1).

I'Ipunycmm Blnxmneunx B Maci-okpemux Tabnerox
Bin cepennnoi Macy ana 18 320 Tabnetok £ 5 %, s
2320 Tadnetox = 10 %.

'_ Deviation: from -0.7% to +0. 7 %
Binxuneunn: pin -0.7% no +0.7%

M'i__crobi‘c'alngical quality = Total aerobic microbial count (TAMC) - not | Complies with current edition
Mikpobionoriuna yucroTa greater than 10° CFU/g. (Ph. Eur, 2.6.12, 2.6.13, 5.1.4)
- Total yeasts and mould_s count (TYMC) - not-| Biznoninac ATOYOMY.  BHIAHHIO
greater than'10? CFU/g. (Ph. Eur. 2.6.12,2.6.13,5.1.4)

=~ Absence of Escherichia coliin 1 g.
e 3arajibHe YMCIO aepobHUX MIKDOOPraHisMiB | TaMc < 50 CFU/g (KYO B 1 r)
(TAMC) - 1e Ginswe 10° KYO/r.
* 3aranbHe HMCAO APIKAKOBMX Ta TUiiceHeBMX. | TYMC < 50 CFU/g (KYO g1 1)
rpubis (TYMQC) — we 6insuie 102 KYO/r. : ;
« Bincyrnicts Escherichia colin 1 r. Escherichia coli absent in 1 g

Bineyrus Escherichia ¢olis 11

Comments The batch corresponds to the valid specification.

KomenTapi Cepin Binnosinac mirouiit cneuudikauil.

Certification Statement I hereby certify: that manufacturing stages listed in Quality agreement to “stipply
3ansa npo ceprudixaniio agreement were ‘carried out in full accordance with: requirements of current: GMP-EU

guidelines and conditions described in' agreement on compliance with requlrernents of 1
registration dossier of country of destination (Ukraine), asis provided by the manufacturer i
which carries out batch certification and release.
The above ‘information s - autI'Lenth and accurate, This batch of prodl.fd: has been i
manufactured mcludlng packaging/labelllng ‘and quality control at above ment_loneci_
site in full c:omplianoe with the GMP-EU requirements and with the pecifications in the L
Marketing Authorisation of  the importing country (Ukraine).. The batch processing, i
Eackaging and analysis records were reviewed and found to be ln compliance with GMP-
leﬁ a1 nm;'mepmcym, o crazii BHpoﬁHHu:ma :sa:matzem B Texm‘mlﬁ yro}:u o eronopy
nocrasku, Gynu ApiticHeHi Y TOBHII" BiXnopigHoCTi 3 BUMOTaM#, 3a3HAUCHUMH B UMHHIl i
HacTaHosi ‘3 GMP-EU i ‘yMopamu, onucaumMm B yroji 1OHOC HOTPHMAHHI BUMOK
PEECTPaLiliHOT0 JOChE Kpa:HH-anBHa‘icHHﬁ v xpa:rm}, ax ue nepenﬁaqerro nupoﬁunmm,
Axui 3pilicHoe ceprutikaniio Ta BHIIyCK Cepil.
3aznauena Bule mc]:opmama € [OCToBipHOIO Ta TOouHOW. Lo cepito ipoaykuLif 6_\/:!0' :
BHPOONIEHO (BKIIOYAIOUH nawynaum!mapxyaanm) Ta TPOBCAEHO. KOHTPOAL 11 AKOCTI Ha !
Buile3azHaueniil AlbHUUL ¥ mopnii Bianopimmocti 3 sumoramu GMP-EU; a Taxkox
BignoBigHo 10 crzeunqnxaum o MicTATECA ¥ peec*rpamﬁnomy Rocke KpalHu-iMmopTepa:
(VkpaiHs). Hpo-mr:onn BHPOOHMLTEA, NaKyBaWHs Ta aHanizis GyJio m:permi{ym Ta !
BCTAHOBIICHO ermmnmcm GMP-EU. i

Head of Quality Control Department M. Mikugitiniene _ : /bg o= 09 - ’&J”/ i : :

KepieHuk singiny KOHTPOJIIO axor:n f Jgﬁ'éture, date (nianwe, aaTa)
Name and position/title of - F Iovalifikuotas asmuo

- | person authorizing the ._QP/YO f2ale Dapkevite ; I
batch release - ; UAB Santonika i
Ilpizsnmie Ta npca.q_a pcoﬁg,- | Veiveriu g. 1348, Kauno m., Kauno m. sav., LT-46353, Lithuania__.....__ '
fAka BUZana Jo3sin va sunyck | 3AT Cantonika - 1
cepii . - : Byn Beﬁaepm 134B, M. Kaynac Kaymacbke M. cam., LT

Signature of person. 5

‘authorizing the batch -, | =~ : :
release ' [t Jzver
I’Ilmmc ocobu, sika BuAANa _ j .

.&033?]1 Ha BHIIYCK C'Bpll

Date of signature i 5
JlaTa mianucanHs ; 2024 ~ 0~

A b s i et
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JAEPXJIIKCIIYXXBA
JAEPKABHA CIYKBA 3 JIIKAPCHBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI
ﬁyn. Bepesusxisebka, 29, Kuis, 02098, Ten. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kog €PIIOY 37079055

BHCHOBOK
npo AIKICTH BBe3eHOro B YKpainy jikapchkoro 3acoly

21.10.2021 Ne 62695/21/26

PEHI'AJITH

(watiMenyBanns nixapcekoro 3acoGy 3rifiHo 3 peccTpauifHUM MOCBIIYCHHAM)
TabJeTKH, 1o 10 Tabaerok y Gaicrepi; mo 2 GiicTepn y kapronmiii KopoOui

(popma sumnycky, qo3yBanns, BHA NaKyBaHHs Jikapcbkoro 3aco6y)
Howmep peectpaniiinoro nocsiguenns UA/17860/01/01 crpox it peecrpauiiitoro nocsimaenns 13.01.2025
Cepix nixapcskoro sacoby Ne 1750921 Kinpkicts BBe3eHOr0 sikapeskoro sacoby 17805

BupoGHux 3AT Canronixa, JIutsa

(naiiMenypanHg BupobHuKa Nikapcekoro sacoby, Kpaila NoXo/KeHHS)

Baeseno B Vpainy Tosapucrso 3 o6Mesxenoro BinnosinannHicTio "MaTtepia Meauxa-
Yxpaina", igenr. kox: 30308109

(naiimenysanns Ta kog sa €JIPTIOY 1opuauynoi acobu abo npissuiLg, imM'a, no 6aTekoBi QisHuH0l
ocobu - nianpuemus, i Micue NPOXUBAHHA Ta peecTpauifinni Homep 06nikoBol KapTkn NiaTHHKA
noparkis abo cepis Ta Homep nacropra)

IIporokoa Bizyannoro xonrpomo sin 21.10,.2021 M 3736/3.

3a pesynsTaraMH JIEPXKAaBHOTO KOHTPONIO BCTAHOBJIEHO, 1O nikapcbkuii  3aci6 BBesewo B Vipainy 3

A ey,

wnaat;,;ﬁmlg’ono 3abesneueHns AKoCTi nucapcwax 3acobis.
\ WM N \a

(nimmuc)

o 4
7




8 priedas:

3-B0OO- PR—OQ 10
UAB Santonika e
Veiveriu str. 134B, LT-46353, Kaunas,

Republic of Lithuania }
Phone (370 37) 22 67 25, fax 22 36 96, ¢-mall;-santonike@santonika.com

BATCH CERTIFICATE No. 03-12_2 21 dated 20-09-2021

CEPTHMIKAT CEPII ITKAPCBKOI Q' 3ACOBY N 03-199-21 aid 20-09-2021
Name of product RENGALIN
Hassa tpoayxuii PEHILAJIIH
Manufacturing country .| Lithuania
Kpaina-gupobHik Jlutea
Marketing Authorization Number UAS17860/01/01
Homep peecrpauilidoro nocsigueHus
Strength/Potency Active substances: ‘1 tablet contains:- affinity purified antibodies to
Cuna nii/akTHeHicTh bradykinin: mixture of homeopathic dilutions C12, C30 and C50 ~ 6 mg;

affinity purified antibodies to histamine: mixture of ‘homeopathic dilutions
C12, C30 and C50 - 6 mg; affinity purified antibodies to morphine: mixture
of homeopathic dilutions C12, €30 and €50 ~ 6 mg.

Hiroui peyosunn; | Tabrietka MiCTUTE: aHTHTINA 10 Gpanukininy adinHo
OuMHLICHI; CyMilll romeonaTHYHIX poseenens C12, C30 ta C50 - 6 Mr;
aHTHTING 1o TictaMiny adiHHO OMMIIEHI: CyMIly rOMEONaTHY HIX PO3BeIeHD
C12,.C30.1a C50 - 6 mr; anruTina 10 Moppiny adinno ouniueri: cymiiu
rOMEeonaTHYHMX po3seseHs - Cl2, C30 14 C50 - 6 M.

Dosage form : Tablets
-Jlikapcuka dopma: . TabneTku

Package:size and type: 10 tablets in blister; 2 blisters in cardboard pack.

Po3Mip ta THn nakobanus - - | Io 10 Tabnerok y6nicTepi; nio 2 Gmmpn ¥y KapToHHii Kopobui.
Batch number

Howmep cepii 1750921

- Batch size (packages)

_ Poamip cepii (nakoBank) 17805

Date of manufacture il

Jlata BHPOGHULITBA. ;0092024

Expiry date S

| Hara 3agisdenns repMminy NPUAATHOCTI : 9109074

‘Names, addresses and authorization UAB. Santonika

numhers.pf all- manufacturing ‘and “Veiveriu g. 1348 Kauno m., Kauno m. sav., LT-46353, Lithuania
;quality control sltes Authorization No 0887 lssued on 15.October 2015

_Hazau, anp_ 1 TA HOMEepH mu,eu:m ch ‘3AT Cantonika :

AiNbHALL 3 Bupofinnu'ma T2 KOHTPOIO ~ | By, Beiisepio 134B, M, Kaynac, Kayuacbxe M.cam:, LT-46353, Jlutea
CAKOCTI | Jliuensiz NeO887 pin 15.10.2015 p.

Certificates of GMP Compllance of-all
_manufacturlng and qualitv control sates .
‘Ceprudikaty pinnopinHocti GMP Beix Certificate of GMP compilance of a Manufacturer No. LT/02H/2020

AiNEHULE 3 BHPOGHUNTBA Ta KOHTPOMIO Cep'rntiuka'r anonmnom Bapoﬁ'}muma ‘eumoram GMP No. LT/02H/2020

AKOCTE &l
Results of ana!ys!s
| PesyneraTh.auanisie = ; ; :
Tests: A Specifications - Test results
Tlokassuky BuMoru : Pesynetaru
Descriptlon White to off-white, round, flat-faced, beve!led -edge, | White, round, flat-faced, bevelled-
(Visual examination) scored tablets with no embossing on the one scored | edge, scored tablets with no
flat side and ‘embossed with RENGALIN on the other | embossing on the one scored fiat
Onue: flat side. £ side and embossed with RENGALIN
: (Bisy_ahsn‘nﬁ KOHTPOJNE) Tabnerku nnocxouﬂmrmpuqnm dopmu, 3 puckoro Ta | ‘on the other flat side.
' thackolo, Bix Ginoro a0 maitke Gimoro konbopy. Ha Tabnetkn  MIOCKOUMNIHAPHHUHOL
ONHOMY TLIOCKOMY' 6oL HAHECEHO: PHCKY, Ha iHwomy | PopMH, 3 “G ol0. Ta CD%KOK’,
IUIOCKOMY. 60111 HaHECEeHO Harue RENGALIN i ' '
| Identification --Qualltative reacl:ion for isomalt with mixture of
| Tnewtudixauia | pyrocatechol 10% solution and concentrated sulfuric.
: ; ‘| ragid (The solution becomes p:nk colour).
__}'imcua peaxum Ha i3oManeT i3 cymmmlo posuuny
< | nipoxarexiny 10% 3 cipuaHOK  KMCIOTOIO
.+ 7| KOHUEHTPOBAHOIO (po3uun  HabyBac  poxeBoro
2 3abapeienns). ' @
‘BATCH CERTIFICATE No. 93_122_2_;_ dated M_z_g_,t_ e P.;ge 1of 2
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{ Disintegration
i Poanananns

Not greater than 15 min. (with use discs). Complies with - Edifior! -(§
He Ginbwe 15 xBunus (i3 3acTocynannam AHCKiB). Eur, 2.9.1) . '

'| Bianosinae. dirouomy -BHaaKnio
(Ph. Eur.2.9.1)

05 min 43 sec

035 x8. 43 cex

Uniformity of mass
OnHOPiAHICTE MacH

The average mass is 0.550 g + 5% Complies with current.edition
(from 0.5225 g. to 0,5775 g.). (Ph. Eur. 2:9.5)

Acceptable deviation of mass of individual tablets from Bianosigae RiIOUOMY. BHAaHHIO
the average mass for 18 tablets out-of 20 Is + 5%; (Ph. Eur. 2:9.5) i
acceptable deviation of mass of individual tablets from Aver'age.mas‘s"(o 551 g

the average mass for 2 tablets out of 20 is £10%. Cepentisma N 0"5‘5] g,

Cepenna maca: 0,550 r £ 5% pel A“"' W ledl |

(8in 0,5225 r 00,5775 1). ‘Deviation: from ~0.5% to +0.4%
TpunycTumi piaxuneHns 8 Maci okpemix Taénerox min ‘Binxunenus: sin-0.5%. 10 +0.4%
cepenHboi MacH 1 18320 rabaerok = 5 %; ana 2320 |- '
Tabnerok = 10 %.

Microbiological quality
Mikpobionoriusa uucroTa

- Total aerobic microbial count (TAMC) - not greater Complies with curredt edition
than 10° CFU/g. .| (Ph. Eur, 2,6.12, 2.6.13, 5.1.4)
- Total yeastsand moulds count (TYMC) ~ not greater Bianosinae A{IOMOMY  BHAAHHIO

than 10% CFU/g. : 61
- ..Absence of Escherichia coli.in 1 g. (Ph. Eur. 2.6.12,2.6.13, 5.1.4)

. ® 3araisHe wucno aecpoBHMX  MikpoopraWiamis TAMC < 50 CFU/g (KYO B 1 1)

(TAMC) - e Ginsure 10 KYO/r. :
* 3aranbhe uWUCAO APDKAKOBUX T2 RAICEMEBMX TYMC < 50 CFU/g (KYOB 171)
rpubis (TYMC) - ue 6inbwe 102 KYO/r,
+ Bincyrnicts Escherichia colis 1 r. Escherichla coll absent.in 1 g

Bincyrns Escherichiacolin 1 r

Comments
KomenTapi

The batch corresponds to the valid specification.
Cepia Bignosigae isouikt cneundikauii.

Certification Statement
3ansa.npa ceprubixaujio

I hereby certify that manufacturing stages listed in Quality agreement to supply agreement
were carried out. in full accordance. with requirements of current GMP-EU guidelines and
conditions described in agreement on compliance with requirements: of registration dossier
of country of destination (Ukraine), as is provided by the manufacturer which carries out
batch certification and release.

The above information Is authentic and accurate. This batch of product has been
manufactured, Including packaging/labelling and quality control at the above mentioned site
in full compliance with the GMP-EU requirements and with the specifications in the Marketing
Authorisation of the importirig country (Ukraine). The: batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP-EU.

nm % ninTeepmxyro, wo cranii BupobuuuTsa, 3askaveni s Texwidnitt yroui Ao zorosopy
noctask, 6ynu 3nilicHeni y rosHilt BIABOBIAHOCTI 3 BUMOraMH, 3a3HAYCHUMY B YUHHIH
HacraHosi 3 GMP-EU i ymomamu, ONHCaHuMH B8 Yroai 1U070. AOTPHMAHHA BAMOT
peecTpallifHoro 10cke KpaiHK-npusHadeHHs (Yxpaiuu), ax te nepenbauero BUPOGHUKOM,
akuk sniticHioe cepTudikaLiio Ta BuMmyck cepii. o

3asuavena wume indopmauis € nocrosipHoio Ta TouHolo. Liio- cepito mpomyxuil Gyno
sMpobaeHo (BKAIOHAIOUH aKYBaHHA/MADKYBEHHA) Ta NMPOBENEHO KOHTPOME: T fKoCTi Ha
sulle3asHaveHit AkHMLE Yy nOBHINM Bignosianocti 3 muMmoraMu GMP-EU, a taxox
BiAnopiAHo RO cneuudixaii, WO MICTATECS Y peecTpauifHOMY ROCLE KpalHu-iMnoprena
(Yxpaiau). Ilporokonu BUpOGHHUTBA, YAKYBAHHA Ta aHamidle 6yno nepernsHyTo Ta
BCTAHOBJEHO BignosinuicTs GMP-EU. '

"

Head. of Quality Control Department M. Miku&iOniene ___-"2A_~~ i 0T 2eg,
KepiBHHK Binginy KOHTposto sxocTi

signature, date (niinwuc, aata)

Name and position/title of
person authorizing the
batch release

Mpi3suure Ta nocana ocoby,
AKa HHAANA 103BIN HA BHITYCK
cepii

Qr/YO K.valif;i;mtas asIue

UAB Santonlka »
Veiveriu g. 1348, Kauno m,, ‘Kauno m. sav.,

3AT Canrouika
syn. Beligepio 1345, M. Kaynac, Kaynacske

1y

Signature of person - &
authorizing the batch /, AAR 7
releasq L Jews “\ CEPTHOIKATIB)
Tiankc ocobu, Axa suaana /.! “ 2 o
A038in Ha BUNyck cepil c % A

£ 0g1oN s

Date of signature
Jata niAnHCaRHS

@f’Uﬁ’ &
E . Yy W0
ZA AL - 20272 o(@';w o s“”’a@

JIPNETN.

03-197-22 280 Page 2 of 2
BATCH CERTIFICATE No. 03-197-22 dated 21-11-2022 ] f
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UAB Santonika

Velveriu str. 1348, LT:46353, Kaunas,

Republic of Lithuania

Phone (370 37) 22 6725, fax 22 36 96, e-mail: santonika@santonika.com

8 priedas
3-B0C-PR-09-10

CEPTHOIKAT CEPII JIIKAPCHROTO 3ACO

BATCH CERTIFICATE No. 03- ~22 dated 21-11-

LY ¥ 03-197-22 6id 21-11-2022

Strength/Patency
Cuana nit/axrusricTs

Homep peectpauiiioro nocBiauenHa

Name of product RENGALIN
Ha3sa nponykuii PEHTIAJIIH
Manufacturing coyntry Lithuania

| Kpaiha-supobunk JluTea
Marketing Authorization Number UA/17860/01/01

affinity purified antibodies to histamine: mixture of homeopathic dilutions
€12, C30 and €50 - 6 mg; affinity purified antibodies o morphine: mixture |
of homeopathic dilutions C12,C30and C50 - 6 mg. i
Hitoui pevosunu: 1 ra6nerxa MICTHTR: anTHTINA o Gpannkininy adinno
OUHILERI: CYMiWw romMeonaTH HUxX po3ssenens C12, C30 ta C50 - 6 MF;

Dosab'ge,.form
Jlirapcuka diopma

Tatnerku

Package size and type
Poamip 18 tun naxosanig

10 tablets in blister; 2 blisters in cardboard pack.
To 10 Tabnerox y Onicrepi; no 2 GaicTepu y kaprouuiti KopoOui,

| Batch number

quality control sitées

sIKocTi

Hassy, anpeon T8 HOMepPH Niensil Bcix
AINEHHLL 3 BHPOGHHITBA Ta KOuTpONo

3AT Canronika

Jlinensia Ne0887 sin 15.10.2015 p.

Authorization No.0887 issued on 1S October 2015

BYA. Beltpepio 1345, u. Kaynac; Kaynacsxe M. cam., LT-46353, Jlutsa

Homep cepiy 1951122
Batch size (packages) 17655
Posmip cepit (nakosann) .
Date.of manufacture Lo
[aTa.Bupo6HmITEA 03.11.2022
Expiry date.
lava 3akiHIERNS TepMiHy npraaTHocT] 01.11.2025
Names, addresses and authorization UAB Santonika
numbers.of all manufacturing and Velveriu g. 1348, Kauno m., Kauno m, sav., LT-46353, Lithuania !

AKOCT

Certlﬂ,cates:of GMP Compliance of al
manufacturing and quality control sites
Ceprudixarn simnosianocri GMP cix
HiTBHHLL:3 BUPOBHMLTES Ta KOHTpOMIO

Certjficate of GMP compliance of a Manufacturer No. LT/02H/2020
Ceprudikar ninnosiznocri BMPOGHHITB2 8BHMoram GMF No, LT/02H/2020

e

Results of_an_aly;!s‘
Pesynvrati anastisia:

Tests
Tlokasuku

she’clﬂ catlons
Bumorn

Test results

Description
(Vlsual"exa_,mlnation)

Onue
(Bisyanbhuit KOHTPONDL)

White to off-white, round, flat-faced, bevelled-edge,
scored tablets with na. embossing on the one scored flat
side and embossed’ with RENGALIN on the other flat
side.

Tabnetkn TnockoUHAIHAPIHOT dopmu, 3 pUCKkoio Ta
tackoto, Bin Gimoro jio Malixe 6Giaoro xonnopy. Ha
OLHOMY ruiocKkoMy Goti HaHECEHO pHCKy, Ha iHwomy
nnockoMy-Goui raHeceno Harmue RENGALIN .

Qualitative reaction for Isomalt with mixture of
pyrocatechol 10% .sofution and concentrated sulfuric
acld (The solution becomes pink colour).

iCHa peakuis Ha jsomanst ia CYMIlIWIO po3guny

Pesyabratn

White, round, flat-faced, bavelleg- |
edge, sccred tablets with no
embossing on thé one scored flat
side and embossed with |
RENGALIN on the other flat side. l
Tabnerku nnocxounninmpmuo'x']
PopMH, 3 puckolo Ta $ackor, |

i

Ginoro  konvopy. Ha QLHOMY

‘fulockoMy Goui HaweceHo pucky,

Ha

ipokatexiny  10% 3 cipyaHoio  kucaoToo

OHUCHTPORAHOIO  (PosuHH  Habysac poxesoro
3a6apBieHns), ) )
CERTIFICATE No. 03-197-22 dated 21-11.

KAT CEPII JIIKAPCEKOI'0 3ACOEY X 03-197-22 6id 21-]-




AEPKABHA CIYXBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

Byn. Bepeanakiecuka, 29, Kuis, 02098, ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dis.gov.ua, Kog €APIIOY 37079055

BHCHOBOK
npo AKicTH BBEICHOr0 B YKpaiHy JikapchKoro 3acody

15.05.2023 ' Ne 23304/23/26

PEHIAJIIH

{ualiMerynaHns nikapcskoro 3aco6y 3riano 3 pecerpauifiHuM HocBiANEHHAM)
TAGaeTKY; Mo 10 TabueTok y Gaicrepi; mo 2 Gaicrepu y kaprounii xopobui

(thopma BHNYCKY, RO3YRAHHA, AHA NDAKYBAHHA NMKApCLKOro 3acody)
Homep peectpauitinoro noceinuenus UA/17860/01/01 crpok aif pecetpauitivoro nocsinuenns 13.01.2025
Cepin nikapcekoro 3acofy Ne 2071122 KinbkicTs sseseHoro pikapcbkoro jacody 17918

BrpoGurx 3AT Cantorika, Jlutea

{Haftmeny BanHA aHpobHUKa NikapebKoro 3acuby. KPAHA NOXOLKEHHA)

Beeseno » Vipainy Tosapucrse 3 oGmexkeHoro BianoBizaaLHicTIo " MaTepia Meanka-
Yxpalaa", izent. on: 30308109

{HalMenynauns 1a koa 3a CAPTIOY opuawukof ocobu alo npizsuute. im's. no SaTekosi diznunoi
0coliy - nianpreMis. TF Micue NpoiuWBaHHa Ta peectpauiinni HoMep 06nixoBOT KapTRY NNATHWKS
nonarkie afo cepis Ta HoMmep nacnopra) :

MpoTokon siryankuoro xonrpome sia 15.05.2023 Ne 1346/2.

wo nikapcexkui® 3acid eseseHo B Yxpaiuy 3
OM N0 NaBCTRA WOAC 3abe3neueHHa AKOCTI Nikape 3acoBin.

4

Miikona XOJIOJEHKO

(ni.nnu;:-i' {iniuiany ra npizeuize)
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EATCH csnnfmarsm gsvggg-g dated Q8123033

 SEPTHOIAT CEPENIRAPCLK OO SACORN 26 03-209-32 oo 45122022 e
- Nafie of préduct RENGALIN

 Hasen npoity uif Lo L)

“‘Manufecturing couniry . T hinggn -

Kpifua-sapodurs o | e e

| #Marketing Authorization Nunber. GA717660/01701 o

Homep pecerpanilinorn nocaizuenos

1 Packaga stze and type
I’osmrp 'raer}m namaanma

=5tmngthi?a{enq¢ Aclive substances:-1 taldet tondalns: affinity purficd antibodies o
1 Quns Bivaksiicr, Bragykinin; miniure of homecoatlic difttiong €12, TI0 and 8 - 6 my;
) affiity gurtfied pntibbdies (o Fistmine: mixture of bonmogathlc Hilutions ;
: | €12, L30 and. G50 ~ 6 mg;- offinity purified antiboties [ marphine: midtoee
Jof lmteopatﬁlc Gkatons €12, £30 and C50 - 5 my.
Tl povositmi-1 TaGacTea MicTHTr: 2usuting 0o Gpagukigiine aditinn
DIMEEHT LYMILE FOREOIRTHHINK posaeaeny C12, €30 1 U560 - 6 ary !
1 anTsiiag go rm‘amny apiiio aunBEekE; ¢ YASIEY FOMCUIR 11X FFAnC R :
€12, €30 10 €50 - 6atry wivnina o sopshiny apinsa onme: v
;S . : ;mswnaruqlmx POTRe; man, T12, C16 1a C30 - 6w, e
Dosage form Tatlets
1 lsapesen dopan X T R ————— E
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quxdp;c@'i {NakoREHL) K _1'?31?3 _____ .
: :Data of manﬂf&dum 21.15.2022
01.11,2075, H
Wagessses and abthorization | UAB Sentonika S

: nmt-mm BEHPHOHIE i 38 Koitpeis pyit-Befisemo 1345, 5. Layvae, Kayoaceke s, cas, 1 T-16351, 3eray
U ERGEH

Véiveriy . T3, Kabno m., Kaunn m, sav., UT-86353, Lithoania
Authorization Mo DFEy ismeﬁ onlb Octni:er 21515
AT Cairoitdicd

-] Certifitates of GMP- mmpﬁanw»t_aii

Cemndm:ammmammcﬁ VP nein
Cf alinisus 3 mfpoﬁimmsa ThKuEmOI0
] rwosti

nd glsity: !;a?rtt‘bl:sn

a5

o] Jht!;erm&! -"&088? 1A 15, 162035 . "

1 Certificate of GMP compRatice of & Manufacturer No. LT/OD4/2020
Cepmtipixar diiznontanoeriangobumntsa viMoran GMP No. LTH21H,2020

T Resufts of analysis

T vn— M.._........_._,_,__‘

-4 Pesyaprren svrizln
i TFusts Specifications Tast resulis o
d i Tkttt ; Tyigra PoavapTaT
[ Deseription WHIKS b6 OIF-white, round, flat-taced, -bevellad age, | WhiLe, round, flai-facer. Brvaim ]
T (Visued examination} Sooied. tablets with t erilicsaing on the one stored e edge, scovael  labiets with ro

side and embossad with RENGALIN on e other fiat

- eMBoSsIng on e one scored fat

| Qg § sk, side  and  embossed  with
1 Bhyamsuni gonrpons) 1 TaGacwky 0K "‘lmpmnm -fhopaie, 3 prexolo 1a | RENGALIN on the other fint side.
i I hacemb, 8ia Siidrg iw svifine Gisore xonsapy. Hao | TalaeTsr - naockomminapiunoi
1 SanoNy swiockomy Goni HERECHHD PreRy,.Ha mmoa{y DORMH, 3 PRCKOW 13 fackow,
] KONy o Haneceno naniie RENGALIN. Ginoro  xonuopy. |i!l nAROMY
' TAGCReMY O _Li
Ha T
Honyd
© 1 ldantification | Qualltative reactior for lsomait with mixture  of | Co
" pyrocatechol 10% sotulion and concentraterd suifuric | Bind

| mrrsticands

- §.acid (The solution bummespmk colour).
Sxiena pemagn ma fomamsT B cysimme poanuny
- nipoxaiexiny

9% 2
KatiigHTpiaaHon  (potuuin
salrapanerian).
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! Disintegration Mot gresler:tian 15 min. (wWith Use diScs). :~compnes Wit Gurrert adiion (o m» -
P Paanaaanig He Glanne E3 xusvise (13 280700y MaHHSA ncKin), Eur, 2.9.8)

" Winnonizac AOUOSY  BWIANRIY
i ) *_{Pl\ Euir, 2.9.13

L
i
t

08 min 01 ser
6 xe, Gloex
I Unifarmity of mass ‘The puernge masg is D‘Sﬁe g 5% ' - Corsplios: wWith Curdnt edition
CLanopiauicT, Maes (from 0.5225 g, W6-0.5778.03. {Bh. Ebr. 2.905)

Aeceptab a-devietion of mass of individust tablels from ‘Hiarosigae mw'f{my AMMANHIG
the average mupss for 18 tebicts out of 20 1s & 5%:; “{Fh. Eur, 2:9.5)
aceptable deviation of mags of individual iablets-from |-

the dverdye mass for 2 tablets ol of 20 is 21,0%, - ?-m saca; gﬁ;z i
Cepenma-uaca: 0,350 ¢354 :

(i 0,3223 rag 0,5775:r), Devtation: From.-0,9% in +0.9%
Umnyerusi sigsnacns ouaci ospexns Tadinetox sin | Binxisienust wit <0 9% o +0.995
CepeAHBaE iteu fas 185 20 Tulaston 2 5%: ann 2220
anbasion & 1%,

Microbiclogical quality < Total serohic microbiat couni (TANC) - not grester (- Complies with: current. agition’
Ainprobiusaor FH HHCTOT thar 10 TFU/g. {Fh. Fan 2.6.12; 2.6:13;.5.1.4}
- Total yeasts sad moulds tount {TYHC) - not grester | Binuonisat RUOWOAY  BUREER:
than (0° CFUZq. (Bh. Bur. 2.6.12, 2603 5. 14)

- Absence of bscherichia coli i .
= Juranene  wncao’ sepbBitd MixpooprmiaNis | ramc < EOCRUL (YO8 Lo

{TAMC)- ne Slamue 10* KVOIF, T
+ Jaransng YHENe ApIRERCEHE 1A wiiconnm | TYMC & SOCFNG YDA L)

rpusGin (FY LY ~meBinping 18 Joud ’ R
« Biseyriiets Bscherichia coli v tr, Eschetichis.coli absent! i L4
- Bingvua Eschevichia colis i
Commaents The batek-corresponds Lo the vabid s‘pei:iﬁc‘aﬁ:'iﬂ.
Kostesimpi Cepin piznosizet gigeilt eneundivauii,
Certification Statemont T hérehy certify. (hat menufacuiring: stages listed In Quality agreement fo supply agreem;
ZuRsa BpO coprdhiRai were carried oul in full dzcordapte with requirernents of current GMP-FY guidelines

conditions described in agrestient on comaticnce with reqidremenits of reglistration: dossier
of countey of Hestination {Ukrzing), as is vmvided by the manufacturar which carrgs:-out.
fraich certificalion and rajesse.

Tha abowe infermation s authenbic snd accummte. This: beich. of pmduf.t ‘has been:
manufaviured, including. packegingfiabelling and quality tontrol 8t the afiove-ineptianed site.
ir: £l compliance with the GME-EU reguirernents and with-like spedﬁca,txal’lﬁ (134173 Marfketmg'
Authuorisation of the imporiing country {(Eisraine). The Batch- peocessing, packaging. and.
analysis records were reviewed and found to be i complignge with GMP-EL. :

14 5 v BEPAAIO, YO eranil nl;pcﬁaﬁmna, sasnaveni o Texasimif ym;n A0 poronopy: b
nocTaekn, Gyan aaiiicHeni y- roRyHi- HEAROHIEROGTT 3 BUMOTaMH, saauaqmmm RARHUET
wacranosi 3 OMP-EU 7 ymomamn, onucasnui & Dol 0049 NROTPEMEHI - SHMOE
pessTpg ot gocke rqr.a(uu-zmmmwelmx (Vupatnu, ak ue nepeaGasciio ﬂnsipo{immm:‘i_
siiH 3Rilicnoe cepindiranio 72 Arrycx cepi‘l‘

Irnindena pume fudopmanis © RoctonipHom e Tosmoke Do CEPIHY BPUHYKLIT 6)010-'_
sHpobsen (Bumounwsie nauyaammfmaplqsuum) A BPOBLNLHO. KOHTPORE T mmm e
mhnelnnaveRil ZiskHs ¥ noanil sizneaignocri 3 eusoraan. GMPEU, a° tdkox. _
‘wianosizsng ap czmm@mu:n L Mirares ¥ penctpinifiosy: ascue gpaTisk-naprepa: ]
(Vapahing, Flporakony anpnﬁmu,rrm HAKYREHRR T pHanidie Omio- ngpcmxfnyw T |- :
HCIINOMAC IO, sizronimticTy GMPEL, . .

Fead of Quality Controd Department #, Ntkubumené ﬁ‘z oF-12 W’L

I\c THHH IR m.ammy KORTRONR #ROCH ] ) iuite, dnte {AiBMC, m)
Name and position/titie of

persen authorizing the QPY0D K“gr‘!‘”‘m:"‘m

baich release UAB Santanika &4

Fipizsfime Ta hocaga ocebi, | Veiveris g. 1348, icaunﬂ M, lcamm . sav.; LY-46353, Lithvania
REH BILELAL S0V 10 BHByeK | 3AT Cairronira

cepii ) sya. Beisepo 1346, s, Kaynac, layuacske m. can., LT-46353, JI
Signature.of person

. autharizing the. ﬂatch /{->
F4
release . At

§ THane ocobn, A3 Butai
HO3BI 13 BIDYCK cepil
‘Drate of signature

Hara nizneanng : LI 862

BATCH CERTIFICATE Na, 3-g 19-22 dated 08.12.-2023 © 7 Page2ofl
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UAB Santdnika ‘ E
Velveriu str. 134B, LT-46353, Katines;
Replblic of Lithuania s, .
Phone (370 37) 2267 25, fax 22 36 96, exmall: santonika§sentoritka,com- ]
=5 ' . BATCH CERTIFICATE No. 03-227-20 dated 26-11-20
i 2, _CEPTH@UCAT—‘CEPIJJTH{APC&HO'I.‘O3AC05YM3—227’-’20'3:‘6 26-11-2020
1 ‘Name of product I'RENGALIN )

[ Hewamponywnit¥ . PEHTAJIN o
‘ Manﬁfactu'rlng_gdunti"yf {-Lithuanla
" Kpatwa-supoGume . ) Jarea B
| Marketing Authorization Number . ["UA/17866/04/01
{ Homep peectpanifivoro nocsimienns , o ]
‘Strength/Potency Active substances:
'CMna-.ﬂinamMRHicTu_ ) ‘) 1 tablet contains: Affinity purifled antibodies to bradykinin: mixture of
. i g ' : ‘hormieopathic dlictions €12, C30 and €50 - 6 mg; Affinlty purifled antibodies
-to histamine: mixture of homeopathic dilutions Ci2, €30 and C50 - & mg;
Affinlty purliied antibodies to morphine: mixture of homeopathic dilutions
€12, C30 and:C50 - &-mag.
" Hitoul peyonnny; )
1 rabretka MicTaTs: arTéTina mo Spanuiininy adinne oumuichi: cymim
roMeonaTHRKX. posseneHs C12, C30 1 C50 - & MU ARTHTING A0 ricTaminy
[-aikro oyumen;: CYMiLl FOMEOTATHYRIX po3Benexs C12, T30 Ta C50 - 6
AHTHTINE N0 MOp(iny adinng oynmeni: cymily. roMeonaTHIHEX pozscmens
. s er _ _ .€12,C30.12 C50 ~6.mr.
Dasageform T © | Tablets,
Jlikavsska hopma .. - Tafietkn g
Padk,a"g'esi'ze:a‘ljid._(:ypé—'- B T . ';-10*ta_bfets}n*blls'ter;l_blrste'rs'!h,carcfboard pack.
Posuipre vm nakobanig .| 1o 10 Tabnetok y GicTepisno 2 friicTepu-y xapromniii xopobig.
Batch-number- =
Hoviepcepif . . g { 821020
| -Batch size ¢ ackages) 1,
:’PosMij)'cepi'l_':(Priako)égim) ) 1:7.99; ]
‘Date of manufacture e
Heta sypoduuirss i M
Expirydate — — T T S e
| Bt sakiiueni tepminy npuzarsocri. - 0110:2023 L
Names, aiddreg'sgs':a_r_td‘a_utﬁo:;izét’_iéh" UAB Santonika F :
| humbers of ali manifacturing and - .{*Velverlu g. 1348, Kauno 'm., Kaund m.-sav,, LT-46353, Lithuania
| quality control sttes ... - : ‘Auttiorization No.G887 issued on 15 October 2015
| Hasuu, appecy e somepn nigensiibeix - | 3AT Cantonixa, ,
% _.ﬂingﬂnux-a“ﬁ'ﬁpbﬁx{iamm TEKOHpOmO - BYN. Beifsepic 1345, M. Kaynac, Kaynacexe M, cam,, LT-46353, Jlurea
1.AKQETL A e e ENEE T Jingnsin Ne0887 nin 15.10,2015 p, _
~Certificates of GMP Compliance of all ‘ '
“manufacturing and quality control sites | S o
_Gepmq:iKam"B‘igﬁd_simxocﬁ'GMP Boix - . | szertlﬂcafcc-Qf GMp: cg‘fﬁfjliapce of & Manufacturer No: LT/02H/2020
BiNER G‘-BHp‘hﬁHﬁuTé&mzKOHﬁpomo o | Ceprigixar sinnosiAOCTI BEPOGRILTEA BAMOTEM GMP No. LT/A2H/2020
Awoemy . . o '
1 ‘Rasults-of analysis
| PesynrtaTh.ananisip . 5 7 B o s ;
s L Tests T - e . - -Specificatiohs ) Test results
L Toxasmmxs: A .. Buvorx . Pesynerary |
Description '] Whiteto' off-white, round, flat-faced, bevelied-edge, White, round, fat-faced, bevelled-
| (Visual examination) ' |- scored tablets with-no embossing on-the one scored edge, scored tablets with o
: - | flatside-and embossed with RENGALIN on the otiier | embessing on the onre scored. flat
Orige .| flatside. _Side and embossed with RENGALIN
, :(Biﬁymﬂﬁﬁ--xoﬁrpqm;} . 0] Tabnerion. FAOCKOLMTIHARRIROT Biophn, 3 Prekoro on the other flat side, - )
kS R AT 4 Ta dackato, Bix Biroro [0 Maifike 6inero Komsopy. Taﬁncncﬂ TTOCKOLUHAHAPHYHOT
Ha onnomy mwiockony Boul manecero PHCKY, Ha [QODMH, 3 puckolo. Ta dackor,
| ivmomy ymockomy  Gowmi  mameceno Hange | Giioro  konwopy.  Ha oLHOMY
RENGALIN. - : IIocKomMy: BOil} HakeceRd pucky, ua
. e h iHmOMY, TIoCKoMY Goul manecero
Ay S S TN : _ , namsc RENGALIN, . = -\
- Identiflcatlon . © { Qualitative. resction for isornalt with Mixture of | Compligs ~ | =700
Jmenrudixaniy .| pyrocatechol 10% soiution and. coneentrated sulfurle | Binmosiza
' . | acid {The solution bacomes pink colour). il
_|"AAxicra peaknin wa isomamsy i3 cymitnmo posuugy
- lmipokatexiyy 10% 3 CIpYANOIO  KHENOTOIO |
| KoienTponanow - (posuki  naGypae POXKESBEro
:saaperenns),

&r e c
iy ;ﬁ%ﬁ}gﬂfé’lz

- BATCH CERTIFICATE No, 03-227-20 dated 261 1-2020 .
CEPTH®IKAT CEPH JITKAPCEKOI® SACOBY 3o 03-227.27 310 36-11-2020
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Disiﬁeg ration
Posnazanus

| Not grester than 15 min. (with use discsy..

| PR Eur 2,

He,.ﬁigbme-]'s"xsu.rmﬂ_(ia33‘01‘0::}'*53}1Hﬂ_’ﬁq_n_:rx_c:&ia). 294y
. L e wme T LEa i SRk Bi i;\aqnlip'aomy'ahn'aﬂﬂm'

Uniformity of mass
OanopinHieTs Macy

5%

“Complies with £u

The average mass Is 0,550 = 504 i+ Pl
(P E

(from 0,5225 .40 0,5775g)), - | .
Acceptable deviation of mass of -ndividual tablets
from the average mass for 18 tablets out of 2047
acceptable “deviation of mass of individual:
tablets from the average mass for 2-tablets cut of
20 is £10%, T : '
Cepennn maca: 0,550 v 5%
(80 0,5225 £.a6:0,5775 1).. _ -
Tpunycrind ninxuncunn » maci oxpesiix rabhetoi
BiR CépenuBOTMacH anx 183 20 Tadneror =5 Y63 aiha
2320 raéneyoxt 10 %, : ]

Average mase; é.'S'S'I{_g o
“Cepenns Macdi0.557 » -

| Deviation::fedrmi:+1,6% to £0.6 %
‘Bimunenna: sin <1.0% 70 £0.69%

_Mlcmbfolsgiéél quality
MixpoSionoriama xrérora

L(Tbmments

- Tota

- Total seroble microbial count (TAMC) - not-greater | Ge
than 10% CFU/g, A T

| veasts' and mouids: co
grester then L0CFU/G.

- Absence of Es_cherld-i]_aj-_cnlri:in;_ 1y )
¢ 3Berainye uucno aepobnix Mikpoopraniais.
{TAMC) - 1e Ginsine 1P KVOr, g
3araibye Yueno  ApDRIKOBNX T2 TiceRennx | Tyme

- rpubie (TYMC) — we Binbwe 10°KVOMF, ]
Bilweyrzicr Escherichiacoli s 1 r.

Urrent edition
. 3

LBRAAHRIO" -
. E_3',';5-_1=.,4) o

unt(TYMC) - not i nnoBix

| TAMG: <‘{50"'cEU/g (K¥Omig

Escherichia coll absentin1 g -

Komenrapi

B Sy ,B-n'nc}m_z;r_Esc_li_ecicﬁiﬁiéo‘ti‘ni.-l__r "
The batch corrésponds to the valid specification; i o '
Cepin ninnnnfﬂae-'nizo'{iﬁ'cnequqﬁxauii’;

Cettification Statemant
3anma ipo ceprrdiranio

Lt 1 mimrsspiiyso, mo eraif BupoGEHLTRA, Sa3HAeR]

T hereby certify that ‘manufacturing ‘stages listed ‘in. Quality -agreement to suppiy |
-agreement. were carried out in «fuill ‘accordange: with requirements: of cusrent: GMP-EU
guldefines and ‘condltions described in agresmant: on tompliance: with requirements: of
registration. dossler of country of destination (Ukraine), as’js.provided by the manufacturer
which carries out batch certification and release,. . - il e YT RS

The above Information is “authentlc and accurate:: This &
manufactureéd, including packaging/iabelling ard ‘quallty’ controf
site in full compllance with the GMP-EU requitements apd-
Marketing Authorisation of the importing  country  (Ukralne

packaging-and: anlysls records: were raviewed and found “tb. bel
EU. ; g

pecifications in-the
The - batch  progassing,
ncompliance with GMP- |

“Texuiznill yroni o xorosopy
SrAMY, 3A3HAUCHUMH B-umi s
MORO NOTHHMEHHL BUMGT
nepentaueno BrpoSHuKOM,

TOCTaBKY, GyA% 3hificHeni y nosmix EimorigAcCt 3 iy
ractarosi 3 GMP-EU i yvomawy, onscasmuie b yroai -
peecTpauiiiero nocks xpaismnpraatems (v xpélirh),. K ng
it 3piticrce cepradixaniro Ta BHITYCK Copif: . ' s -
3asnauena sume indoprauin e nocTosiprotd Ta TOHHOI.: 1o cepiior nponyknit Gymo
BupoBnero (Brmowacux HaKyBAHHS/ MAPKYBAREY) Ta IpoBénenD KOHTPONE i1 akocH ua
BHLIE3A3HATEHIH BinbuMIi y nosHiN sinnosixmocH. 3. EMOramy -GMP-EU, a T2KOX
BIANIOBIHG flo crienmbikauii, IO MicTavses y. peedrparii HOMY. AQCHE. Kpalku-innoprepa
(Yxpaiun). IlpoToxom BUpCGHHYTBA, NaKyBaHHA TH aHarnizin Byno nepewimy o o
BCTAHUBNEHO sinnosinnicrs GMPEU, gl w T S

Head of Qual;

ty Control Department M, Mikuéitinleng
Kepiznnk sinainy xowmomo AKOCTI

/-;r/f/__, L6 op =200

Name and positlon/title of
person.authorizing the
batch release

Tpizsring 1a nocaga-ocody,
fAXa Bufana 03BN Ka Bumyck

| cepii

A Zlanature, date’(ninyiuc; nata)-

Tiuy

QPfYO Koyl
UAB Santonika Bgie Dapas ,
Veiverlu g. 134B, Kauno m., Kaune m. sav.,
SAT Cauronixa ;

ayn
Tl s

LT-46353, Lithuania

Signatura of person

‘autherizing the batch
releass

Hinnuc 0006y, ska rudana
J03Bin KA BHmYCK cepit

By, Belinepio' 134, v Kayniac, 'KﬁyHac§K§'-M;=:§gM LT:46353 i rig

Date of signature
Hata ninnucanus
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JEPKJIKCIYKBA
AFEPKABHA CIVIKBA 3 MKAPCHLKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMU y m. KHEBI -
ByJ1. hepesnaisenka, 29, Kuis, 02098, ten./axe: (044) 550-23-55, en. (044) 550-20-55
B-mail: dis.kyivi@gidis.gov.uahitps:iiwww.dis gov.ua, Ko €LPIIOV 37079055

BHCHOBOK
Opo AKICTH BBE3EROT0 B YRpaluy Aikapeskoro sacoly

14.12.2020 Ne 69265/2872¢

R PEHITAJIH
Uifm\tmlyaamb Jﬂi\-i,)\m’((‘l 03 1d006\/ aringno 3 [‘\E,(\)IF‘UUIIHIHMNI [a(l(‘il]i‘l‘it’ﬁii‘[}vﬂ)
TaGaersn, no 10 rabaerox y Gaicreni; o 2 Saicr opH ¥ xaprousiil wopelui
(tpopra BUDyCRY, TO3YRAHHS, BHL H2KYSAHEL HIEAPCLEOIO zacoby)

- Howep peecrpaniitnoro nocsinenns UA/T7860/01/01 expok nif pecctpauisizoro nocsimmenns 13.01.2025

‘Cepin mikapeskoro sacoby Ne 2321020 - Kinpxicrs wngsenoro nikapekorp sacoby 17991 |

- -~ BupoSmug . “w- 3AT Canrtonika, Jlutsa a

(Hafine1yBanHs BHPOGHIRS HKAPCHKGTO 30COMY, KPATHA NOKOTHCHEN)

Breacno B Yipainy Topapucrno 3 ofmeserron Bianoniaaabhicrio "MaTepin Mepiea
¥rpaina', inenr. ko 30308109

(Hadivenysanny 13 koa 2a CTIPTIOY woprantinol ocuty atn IpiRRIe, {3, no Gurecosi (g

ocobn - n')l‘lDMC'\illﬁ E13 %"ﬂaLLL« NPQEUBUHI 1o pew (.lpdﬂ i }iQ\‘\!f‘ obsiikonot Ku])”n“ DAATHHKD
TN K= 5856 G

;—!]\q e HUMUE G600 F&’ [»

+ = IpoToKon pisyaabioro-iconTpomo sia 14.12.2020 3 3961 /4,

32 pedyanTaTaMM  ACPIKATHOIG  KONTPOMO

BCTAHORNCHO, 10 JUKapChKHi  3aci0  mpesene 5 Vipainy
AOTPHMAHHSIM sl g

3
} leCJBﬁ] Lo dsiOE‘?Ile‘IEI*MSI SIKGCTI ot L}\.dpGI»KH)x 3acOMs,

: "_Iﬁiim'msgmﬁ

il S

R




KmB, 0209, ,,réjx /(i)amo (044) 550- 23-55 TN (044) 550~20~55
W@dls gov U httns !/www dls govaua, Ko,u, e;zpnov 37079055

eLoE BHCHOBOK
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i uAB Sanmnlka

to ka@santanika com : .

TFICATE No. Mdated 2§_-Q; 2021
TIKAPCHKGRO MCOEY N 03-12-21:019.26-01.2021

Name of_prod’uct RENGALIN: :

“Hasua nponykuit. = - PERIFAJIH:

Manufacturing: cuuntry B .- Lithuanla:

.CE 'mwﬂo{ r CEP

Kpafna-gupobruk - - | Tiyrea ;
{ Marketing Authorization Number g .'UA/'£7850/0'1791

pauiiHoro. HOCBIR‘ieHHH .
Strengthjpotency g - | -Active substance's itablet'contains: affinity purified antibadies to
Cuma aiifakraanicrs ' 't - |.bradykinin: mixture of homeopathic dilutions €12, €30 and C50 - 6 mg;
s ‘ 5 y © - affinity-purified antibodies to histamine: rixture of homeopathic dilutions

C12, *C30and €50 < 6 mg; affinity purified antibodies to morphine! mixture
{-of- homeopathic dillitions €12,-C30 and €50 ~ 6 mg.
o };Enotu pesopsme: 1-rabreTke MICTHTE! anTHTING J0 Gpannkiniky adinno

“o| -OYHILEHI cyMauJ romconarwmux Po3Beiens. C12, C30 Ta C50- 6 mr;
.- | ‘aBTHTINE Do Ti¢] ra\ﬁmy adinEo cuuieni: Cyatlin FOMEONATHUHKK PUABEAEH
: mz C307a C50 60T alTATIAG A MopiHy adikHo eupILeni: cynil
3 oueonamqﬂnx p03ilﬂ}1$l{b CI2, CBO - C50 0 wMr.

c’re;i jy-’xapmﬂmﬁ Kopnﬁux

eiveriu.g; 1348, Kauno m., Kauno m. sav., LT-46353, Lithuania
uthorization N6, 08&7 Issueci on 15 October 2015

AT Can'romxa

eﬁnepm 134]3 M: Kaynac Kayﬁacmem cam., LT-46353, Jinrea
:ueﬂsm J‘L{ISB‘J sig 15. 10 20“15 L

- of 5 éh‘ui’ac:l::'_u;ér_NO._LT/O2H/202D' _
pobrinTEa Brmoram GMP No. LT/02H/2020

" Test resuits

; _ Pesynsiara :
White, round, flat-faced,
bevelled-edge; * scored tablets
with no “embossing ‘on the one
._scored flat side and ernbossed
with RENGALIN on the.other flat
side, 5

“r ﬁ-‘_onaomy mlocrcomy Gom ‘nakiecerio pﬁucy Ha- muxwy Tabaerkn  qnockoltuinapssol

'ﬁrmécxomy Gom Hanece}ro Hamic RBNGALIN '¢°PM‘"= 3 pucKkor Ta  dackow,
: “6inoro  koawopy. Ha  omuomy

=mr0c1xomy 6011: Ha}leteno PHEKY,

5 (Bssyanwnﬁ KOH‘I])OJ!B)

cipqanmo
r_gaﬁ},rﬁae.

: -Page iof2
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1 Disinfegratigﬂ ' -.N§f¢greaférithan 15, mm (mth—dse.-disé
| Posmanamme PR 'He Gmhwe 15 xmunm (iz 3acrocyBaHHaM

Uniformity of mass The.average mass:is 0,550 g.& 5% .
CnHopinnicrs aacy (from 0. 5225 g to’ 0 57?5‘ )t

Microhiclogfcal quafity
Mmpo6lonormua HHCTOTH.

. -Bmcyfmcn Lschench:a coh B E T

Comments " The batch cerresponds to the valid speuﬁcaﬁoﬂ =
KomenTapi Cepia sinnoninde niiodiii crenmndiranii, £ 8 " e :
Certification Statement I -hereby certify that manufac!:urmg stages Hsted_ !n Quah : oy

3aspanpo ceprudikaniio agreemerit were carried ‘out: in- full. accordanée

£ e - { ‘guidelines and -conditions: descnbed in B reem at
e stration doss;er of cauft]
" rri t

i yMGBaMH, !
peccqpauﬂmom .ILGCLE IcpaIHH«npm;{aqu
skt 3piiicnioe ceprudirauiso.ra gy nycK:cep
Sasnawena BHILE indopmManis- ¢ BOCTOBIpHO
Bupnéne}fo (BK‘J‘HO‘{aIO‘IH -naxysamm/ma ]

Head of - Quality: Control Departmeﬂt M MkuEluniené
Kepiruux Binginy kontpoms smoc'ﬂ R

| Nameand position/title 6f |

‘person. authorlzing the : :
-batch:releasa . : :
: lemum @ nccca.u ‘ocofiﬁ,
AKA B;wana ,vmaﬂm 1 BT
~cepil: -

Signature of person
‘authorizing the batch
reléase e
TTinnHe ocobu, sxa.m&ﬁaﬁa;
N1038in Ha BUnycK.cepif

Date of signature
Hara nignyucanna

d
- CEPTH @IM T CEPIf JIIR’APCI:R' 010 3ACOE.V M- ()3 :




, - JIEPHUTIKCITYKBA.
,ZIEP}KABHA CﬁY}KEA 3 JIKAPCBKUX 3ACOBIB

BHCHOBOK
I!pl) AKICTH BBE3CHOTO B Yrpainy nikapenxoro 3acofy

03022021 . § Ne 4326/21/26

PEHI'AJIIH
(}mﬁmcnynamm AiKapCrroro sacofy 3THIHO 3 peecTpali HEEM MOCRIIGCHITAM)
Taﬁﬂe’mn, 1o 10 rabaerok y Baicrepi; no 2 Guierepy y kapronxnill xopobui
p (cbopma BulTyCKy, NOSYRAH Ay Btk HAKYRAHHA NIKaPCLEOTo 38c0fy)

' ; Hoitep'pﬁec”pﬁh&iﬁiipﬁfdn& TTSHHS UA/ 1 7860/01/01 czpcm At peempdtuﬁﬂm‘u noceingernns 13.01.2025

Kmmm BEEIEHOO" JI]KapCLKOl 0 3aco6y 17973

':(HuﬁMe}{ynmms{ nnpoﬁrmxa mkapcxxom J&Cﬂﬁ}, Kpama ﬁOXO.IDKﬁHRE)

' Beewwos Vkpdiy " Tong Il(!’i‘ﬂ() 3: oﬁnemeﬂom BinoRiKANLHICTIO "Ma'lepla Mejniea-
| : '  Vipaina", igesr. xon: 30308109 B
¢ (ualaenynaing ta koi3a CJPTIOY rpHENHOT ocolu 880 NPIIRUHLLE, iM'A, 110 DaThKORE Qizuo]
ocalu - niampremity, T MICIR HpOKHBAINLE TA PeCCTpAliHuuH novep 06aTKOBOT KapTKY LaANTHHKY
nogarkin abo cepis Tu HoMep tacnopTa)

i’i;‘im'mcun-styans?ﬁufn_?cﬁiiTpm1xq six 03.02.2021 3 357/6.

. 3a peﬁymm'ra\m ncp)RaBaom I({)HTp()JHO Bc’ramnneso o mivaposkmit  sacif  BBeacwo B Vepatwy 3
Im’r’plmammm “BAMOT 3K '

CTBA 00 3&683Ii6‘iﬁHHﬂ Kot mxapommx 3acc>6 i8.

= 7:' {nmnm)




UAS-Santonika.
Veiveriu str: 1348, LT-46353, Kaunas
.Repubuc -of Lithuania

Phone (370 J.?) 2267 25 fax 22 36 86, e- mail; saitonika@santonika.com

‘BATCH CERTIFICATE No. 03-13-21 dated 26-01-2021

CEPTHOIKAT CEPH TIKAPCLKOIO 3ACOEY N 03-13-21 it 26-01-2021

Howmep pecerpauiiiioro nocmmei«nm o

Name of product RENGALIN

Hazsa npoayxuii PEHT AJIH )
-Marnufacturing country “Lithuania

Kpaina-snpotuux | Jinrea o
Marketing Authorization Number 1 UA/17860/03/01

Strength/Petency .
Cuing ailfdxTuRHiCTS

Aétiv'e substénces ‘1 tablet contains: affinlty purified antibodies to

-1 affinity, purified antibodies to histamine: milxture or homeopathic dilutions

S CL2, CA0and €80~ 6 mag;.affinity purified antibodies to morphine: mixture
“fof homeopathlc dilutions C12, €30-and €50 - 6 mg.

| Biiowi penosiits | raGiierka MICTITL: AHTHTING M0 OpanMKininy sdivHo

1 roMeonaTHHMX possensts 12,

Bradykinin: mixture of homeaopathic dilutions C12, C30 and C50 - & mg;

OUHLIEH]: CyMIl roMecnaTHYHKX posaenens C12, C30 ta C50 - 6 mr:
aurTring po ricrasiny adifiine ounuieni: cymim {'OMCOTIa'I‘?i‘IHHX PO3BENERL
C12, €30 7a C50.- 6 mr; anTeTing Ko Mopdiny adinno ouuueni: cymius
C30.1a C50 « 6 mr.

Bosage form
Jlikapeskadiopyma

1 Tablets T
"t TabBieTn :

Package sizé and-type
BoiMip Ta THR TidkoBaHHY

e Tlo 10 'faﬁne'rm\ y Guicrepl; 19 2 Gaicrepn y kapToHKI KopobL.

10 tablets in bﬂster, 2 blisters in cardboard pack,

Batch: numbef

HoMep cepii - 2841220 4
Batch size (packages) ) R
Posmip cepii (akosanb) e ] o
Date of manufacture ;
| Hata BupofnniTea
E‘r.'. v date £ 7- I o
s "Dl 12 2023

: RKOC’N

JAB. Santontka :
Iverlug 1_348 Kauno m., Kaunom sav LT-46353 Lithuania

Y. Beﬁnepm 1345 M. }{aynac, Kayfracr,kem can., L'T-46353, Jivras

“Certificates of GMP Compl
"manufacturmg and: quaﬂtv-_controi' ltes

Cepmlin}ca'm sipnosinnocti GMP BCiX
T HiRBRUOE S Bupoﬁimm‘na “Ta icompcmm
- AKOCTI : -

,_H;uwsm 0887 Rin i

Cartlflcate of GMP comphance of a Manufacturer No. LT/02H/2020
g Cepmq)ma? smnemnaom B}{poﬁ!iﬁuTBa sumoram GMP No, LT/02H/2020

: _Resalts of analysrs-_'__

Test resuits
PesynntaTtH

‘Specifications
Bumory

Ornilic

(\hsuaf examination} )

‘ (B.ij)gﬂftr‘;HHH‘?xompbg;,)

ik Whtte o orﬁwmte, round;. flat-faced; bevelled-edge,
{-scored tabléts with no-embossing on the one scored
fiat side and embossed with RENGALIN on the other
1 fiat side.

* | TabeTkn: nnooxauﬂmlmpwmm OpPMH, 3 pHCKOIC Ta
q)acxo:o Bij Ginoro "o mafixe Gisoro komsopy. Ha
5 DAHOMY zmoc"omy 6011; H&Heceuo DHOKY, Ha isuIoMy
: -iJHDBKOM)’ 6011;: HHHEGBHO Hamac RENGALIN

While,

side.
- labneTkn

bevelled-edge,
with no embossing on the one
scored flat side and
‘with RENGALIN on the other flat

flat-faced ,_'
tablety

round,
scored

embossed

IGCKOUHANIHAPHYHO!

-QOPME, 3 DHCKOK Ta (ackew,

“Buiore  komuopy. Ha  ommomy
- nnocxor«fy 60111 Haﬂeceuo PHCKY,
HACAHIOMY S n_noummy

gwent:f;cation '
: Inertmduxaum

'ive reactncn For Isomalt -with mixture  of '
I Ryr 16l . 10% ‘solution’ and concaéntrated . sulflric
Acd {The solution becomes pink colol.!r}

_ﬂ]{ICH& peakuvf ‘Ha ISOMZUILT iz GYMIH]EJ]}O pOS‘iHHy

bipokatexiny  [0% 3 CIpu8HOI  KHCAOTOR
KOHUCHTDOBaHOW  (po3auH  HalyBae  pOXenoro
3abapBnenns).

BATCH CERTIFIC‘ATE No. 03-13-21 dated 26-01-2021
CEPTH(BIIC{TCEPIIJHKX!’CbKO! "O-3ACORY Mo 03-13-2] 4id 26-01-2021

Bo co B 2305

| 5072 74
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Cmopluka | 32




Disintegration -| Not greater than 15 min: (w;th use discs)
Poanananns He 5;;11,;1;& 15 NBHANH (3 3acmcyaaHHxM

Uniformity of mass The average mass Is 0.550 g 5% -
Oanopigiicrs MacH (from 0:5225.g. t6°0.5775 ¢.). gl
Acceptable deviation of mass cf individual tabiets from'
the average mass for 18 tablels out of 26 Is & 5055 er
acceptable deviation of mass of individual tablets’ frem |-
the average rnass for 2 tablets.out of 2018 410%. |
Cepeaun maca: 0,550 7% 5%

Hpnnycwmi BLAXHNGHES B Maci OKpeMux 'Ta'ﬁnem}c
Bia cepemubol Maci ana 18320 raﬁ.nemx :
" 2320 TabneTok 2 10 %

- Bimxanenyn: pin -0:9% 50 40.6%

{(Bip 05225 r 0o 05775 1), ' .| Deviation: from -0:9% ta *05 oy

Microbioiogical quality - - Total-aerobic microbial eount {TAMC) - not greateh; Comp{:" with-currant edition :
MikpoGionoriuma uuerora 'than 10% CFU/g: (PH:EUGr-206:12, 2.6.13,.5 4}

.| = Total :yeasts and ‘moulds count - TT(MC) L= gk Bu:mosmae mmwomy :
greater than 107 CF_U/g{ ) : e AL ]

8" BI,IICYTH?CTB Eschenchm'coh T s

Comments The:-batch cor{esponds {0 the! valid: spec:ﬁcatlon, e
Komenrapi (,epm anomnac Jisouiit cneumbu{auu :

Certification Statement !
Banna npo cepTrdikauio agreement were carried out in full accordance  with- teduirements’ of curren )
guidelines and conditions described ‘In agreement’ on comp!!ar_xce wth requlre ents of:

registration dossler of country-of destination (Ukraine); as: v
which carries out batch, cerhﬂcatlon and release;

Marketing Authorisation of the - mportmg country JKrai
packagmg and anaiys:s records were reweweci ang: found '
EU.

pecmpaumnoro IEOCI]E !(paiuﬁ-npm:faqmm
S‘KH 78 3);{1 liC»HE,Oe CQPT‘H q)ﬂ\'ﬂﬂll@ ’1'3 BH H)’Ci{ C

isin Gyio neporim

BCTAHOBAEHO. smnohmm v GMP«EU

Head of Quality Contrel Department M. Miku&itiniens /)/ 2 b Ol OB

Kepiniui pigdiny KORTRORIO fkoer {sinature, date (nizinsic, nava)
Name and position/title of }(mhfmHﬁ‘«!gﬁ“m“
person authorizing the QF/YO Tyamkeall i
batch release UAB Santonika F‘u teas .
Mpissiule Ta nocana ocofiy, Veiveriu g. 1348, Kauno m., Kauno m. sav., L‘!‘ 46353 Lithuama -
AKZ BHUEA 103811 Ha Bimyck | 3AT CantoHixa

' J;[

cepii | pyn. Beitzepio 1345, m. Kaymc Kayrachye M: CaM., LT~46353

Signature of person i
authorizing the hatch

release /{ )
Minnuc ocodn, aka sMmana i L / \Q,M—«-
JIO3R1N BA BHITYCK c&pil B el

Date of sipnature
Hara nignicanss

2’6 g 20'2 f

. i ,opm.'fa 2:; 2

i~

o

3.
+E


http://www.tcpdf.org

