AEPKABHA CJOVKBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJTIO 3A HAPKOTUKAMM y m. KHEBI

npoe. Hanii Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kog €JIPIIOY 37079055

BUCHOBOK

PO SIKiCTHL BBe3eHOro B YKpaiHy JiKkapcbKroro 3aco0y

17.02.2025 Ne 59101/25/26

JAKTOBIT ®OPTE, kancy.n

(naimenyBanns nikapchLkoro 3aco0y 3riuHo 3 pecerpauifnum nocrigueHsiv)
no 7 xancya y 6aicrepi; no 4 6nicrepu B KapTonHiii kopooui

(popma Bumnycky, nosyBanHs, Bz NaKyBanis AikapeLKoro 3acody)
Fomep peecrpauiitnoro nocsinuenns UA/0160/01/01 crpox nii peectpauiiiHoro nocsinuenus HEOOMEKECHU I
Cepis nixapcbkoro 3acoby Ne LF211 KisnibkicTh BBE3EHOrO TiKapChKoro 3aco6y 90

Bupo6uuk "Menpo ®apmacsioruxaic [pisar Jlimiten", Iunis

(Hadimenysaitiis BUpoBHuka nikapebioro 3acoby, kpaita MOXOJKCHES)

Crinene ykpainebKo-ecToncbKke HIANPHEMETBO y (opmi ToBapHcTBA
Baesero B Vkpainy 3 00MeIKeHo10 BigmoBixanLIicTIO "OnTima-®apm, JITI", ineur. kon:
21642228

(naitmenyBanns ra koa 3a €JIPIIOY I0pUAKUHOT 0coBu abo npissuine, iM's, Ho GaTbkobi (izuunol
0colu ~ nignpuenus, ii micie NpoxuBanns ta peecrpauilinmii nomep o6nikoroi KapTKW IyiaTHUKa
noparkin abo cepis ta omep nacriopra)

Iporoxon Bisyansuoro konrponio sin 07.11.2024 Ne 3884/1.
Jlabopatopuuit ananis sikocti Jikapebkoro 3acoby 3aiitcHeHuii:

Jlabopatopis papmaneBTiuoro ananisy JI1"[lepxanunii exeneprimit uentp Minicreperna
OXOpOoHM 310poB's Ykpaiuu" (03057, m. Kuis, Bysn. Anrtona Llenika, 14; 03680, M. KuTs, Byt
Mukonu Amocosa, 9)

(HalMenyBanHs Ta MiCLE3HAXO/KCHHS naGoparopii, wo nposena sadoparopHuii aanis s KocTi)

BHCHOBOK 110110 sik0CTi Nikapebkoro 3acoby, Bunamii naboparopieio sin 14.02.2025 No 24/2021

Pesynvratu naGoparoproro ananisy sxocri JikapeLKoro 3acoby 3a NepeBipeHHMH NOKA3HHKAMH BianosiaaoTe
BUMOTaM METOAIB KOHTPOJIIO IKOCTI (aHatiTHy HO-HOPMATHBHOT 1OKyMeHTaLT).

3a pe3ynbTaTamu ACPWABHOIO KOHTPOJIIO BCTAHOBJIEHO, WO J'If(l(@'pCbKl/lM 3aci0  BBezeno B YKpamy 3

AOTPHMAHHAM BUMOT 3aKOHOAABCTBA OO 3a6C3NEUEHHS KO i Jlikapcbkix 3ac06is.

Muxkosia XOJIOJIEHKO

Posiio) (niume) (iniwiany ra nipissue)

1 OPrany JCPKABHOI

MU,



BJATIC MEITPO ®APMACBLIOTHKAJC IIBT. JITA
Hosep peectpauiiinioro cepTidikary 8 Vipaiui: UA/0160/01/01

Kpaiua supoGuuxa: (11115
Kpaina imnopry: YKPATHA

Jlara pecerpauii: 09.12.2013
Jlara nepepcectpanii: 26.11.2018
Jlata sakitienns Tepuiny Aii pecctpanii: 6e3cTPOKOBO

CEPTHOIKAT AHAJIBY

[lasna npoaAyRTY DIAKTOBIT @OPTE KATICYJII IHomep naprii 1211
AKTHBHI rpetient Ta Dosticsa kueaoTa ~ [,5 Mr Jlara supobunirtsa 07/2024
KiBRICTS HA OAHHMIUO Biramiv B12 - 15 MKr
AO3VBAIHS lactic acid Bacillus (Bacillus coagulans, (Lb.

sporogenes)) ~ 120 sineltonis cnop
bopma BHITYCKY Kancynu JlaTa sakinyciig vepsiny 06/2026

APHAATIIOCT

PosMip Ta THI yHakoBku |7 Kancyn y | Gaictepi, 4 Gaictepy b ynakosui |[laTa siaGopy spaskis 21/08/2024

B IHCTPYKILEK) LI MSJIMHOTO 3CTOCYBANA
Howmep cepit LI211 lava anaiisy 21/08/2024
Posip cepii 72142 ynakoskn N28 laTa BUNYCKy 27/08/2024
Flomep cepridixary skocti [FP/24/0791 [Tocunanus va Gapsaxeneio  BHYTPILHA
‘linensia na pupoduuurso  [G/25/1663, G/28/1182, Ceprdixar signosianocti  045/2024/GMP

nogosiea opyoio 26 sig 23/03/2024 GMP
Hajsa supoBuNKa Menpo Gapsacsiotikanc Tpisar Jisiren IAapeca Unit-ll, Q-Poan, ase 1V, GIDC,  Baaxsau.

Sypenapanarap, lywiapar 363033, Tris

No Tecr Cneuninanis Peayanrari I
1 Onue Toepai HKCAATIIHOB] KANCYIIH 3 KOPHYCOM HKOBTOFO KOJILOPY 3 Teepili MKeAaTHHOBI KANCYAH 3 KOPIIYCOM JKOBTOIO KOALOPY 13 |
i) MKS KPHIWEUKOID  CIPOTD  KOALOPY, WO MICTATL  NOPOIIOK  [KPHILCHKOIO ciporo  ROALOPY. WO MICTATR  TIOPOUIOK |
kpucTAniuMIl 3 KPYMMHKAMI PI3HOIO  pO3MipY  BIX kpucTAiukMil 3 KpYnMHKAMD  pE3HOrO podmipy  BUL

CBITAO-KOBTOTO /10 KOBTOIO TA/al0 POKEBOID KOALOPY. CBITHO-KOBTOrO 110 FKOBTOIO TA/A00 POKEBOID KOLOPY. i

ertidixatgs
(DOINCBA KICAOTA
1.2, ) MK

MiCA CRCTPAKLIT KHCIOTOI0.

MeTtonoM BEPX nph niposeicHiti RiALKICHOTo sranadeis.
AGO METOROM PLIMEHOT Xpomatorpadii 3 08¢prenoto gasoin

Mertoaom BEPX nipit nposeaenni KiabKiCHOTO BI3HAUCHHA.

s
=

Bitamin 312
1.2.2 MICGH

B1AN0BIAHICTy  CraiapTioMy 3pa3ky sitaminy BI2 npu

nposeacti  KiALKICHOTO  BH3Naueint  MIKPOSIOAoTivHIM
METOLOM.

ABo  meromom  BEPX  npn  nposeucwi  kiankicnoro
BH3HAYCHI.

BiAnoBiANcTs  CTAAPTHOMY
nponeaeni KiaLKicHoro siataveHn Metoaos BEPX.

spaszky  aiTasiny B2 npu

19
()

Lb. sporsgenes))

[Lactic acid Bacillus
(Bacillus coagulans, 9]

[paM+ najuykn

[31AM0BIANICTH 3UAHO HACTYIHIX TCCTIB!

D) HasrHiCT KPYranN TCpMINATLHO POSTALIOBAIHX C1Op

2)

RiZN0BIAHICTS 3P0 HACTY (1HEX TCCTIB!
1) [pasi+ mansk
HagBHICTh KPYISEHX TEPMINAILID POITAOBAHIY CHOD

n.2.3 MK 3) Flpoaykysaius monounol knenori — Lactic acid Bacillus - B3) poaykyBaiiHs MOIOMHOT KiteaoTs — Lactic acid Bacillus
; 4y TTosurisundt TeCT Ha KaTanasy ) TToairuBupil 1CCT Ha KATA a3y

5) Okcuitasza Herarusig 5) OKCHAas HEraTiEHa

6) Peayxuis witparis 6) Peityutist witparia

7} 'mokosa (kuenora) 7) [aokosa (kueaora)

8) Pyxsiasicrs R) Pyxausicts

9) Picr kyabTypy npn temneparypi 35°C 0) Pict Kyavtyph npit rempepatypi S5°C

(58

n.3 MK5

Cepean MACa Kaneyan

325 Mrr & 10 %

323,35 mr

4 Cepeniz vaca  smicty 260 mr 10 % 258,26 M1
KATICY.AH
1.4 MK

S 0amopanicty macy 1k 10.0% - 1.95%
BMICTY KANCYH +2,37%

0.8 MK

KoHa TBEPId MEeAATHHOBA KANCYAR MICTHTL

31Morn

Meoni

{oKHa TBCPLA WRCAATHIIOBA Kancyna Michirh:

i

| 6 iPosnazas Fe Oltsiie 30 sBim 01 xpianna 33 ceryinm
Vb MKS

£ T OKIABRICHE BHIHAMCHHA

~d
(]

1.7.2 MK

GIHCBA KHCHOTA 1,5 mr He menuie 1,35 mr 1,89 mr
n.7.1 MKS
Bitamin 312 13 mxr He merme 135 mxr 23,28 MKr

Lactic  acid

[

11.7.3 MKS

(Bacillus coagulans,
Lb sporogencs))

Bacillus  (108-132) x 10° KYO/kane

125,63 x [0° KYOfwane

o

1.8 MKSI

MikpoGiosorivita yieroTa

e Giavme 10%r rpuGis 1a

Bincyriicrs Escherichiacolip |t

13iacyTHi

Bigcymnis | v

KoMerTapi. smesraganii spasox cepii i

HOBIIAC HAACKIOMY CTAHRAPTY AKOCTi sriano 3 BHYTPILLIHBOIO cucundikauico Ne MP/SPEC/CP/00S4/09

Vaowit 3depiratns: 3Gepirarn npu temneparypi te miwme 25° CB OPUTIHANBHIK YNAKOBUI Y 1

CAOCTYNHOMY JUIS AITER Micul.

Coprguiawia; «[[HM 3aCBIA4YIO, WO HABe]ena BHUE HGOPMAUN ¢ CHPABKILOIQ i
WIAKOBKY/ MAPKYBABHA, | KOHTPOAL AKOCTI NPOBCACHMH HA BUIICIAIHAUCHOMY pipoGimuony Mallanyuky 8 nosuif piznosiznocti 3 susiorasin GMP siciesix

Tounow, Llg cepis NpoayKty Oyad BUIOTORICHR, BRINOYAOHH

PEFYIATOPHIK OPFatis Ta 30iaH0 3i CTICUMIKALICK), BRAJAHOIO B PCECTPALLIRIHOMY TIOCRIIHENH] HIKAPCHROTD 3acoBy Kpaiin-iMnoprepa. BupoGinurBo. yiakoka
e QN Copil NEPErASHYTO T 3aTRCP/LKEI0 Ha BUWIORLUCTS Brvoray GMP».

Anaairur: VP, PR, R,

ANAnizonano

{lepesipeno

Y3roameno

Ieperaag iilpunii (l"icggw

IyGapeus
(o lpt

(s

D, .
Br-ar 4/

35

v
P

3

Iat'st [TapTi-Pasioxan In'st A. K. TTarxar I3t Ulinae Kxaseanai

Ttocaaa ICuinpotiTiunge sidai Tfocana Repisnnk piaaiay 3 [Mocana K epiBing sizaiay 3 yabesnedeni
- lkowrpomo skoeri ROWTPOIO HROCTE socti

ITiame/lara lionre/ 1 27/0872024 Uiinmsec/iara  VIlionue/ 27/0872024 innuc/jlara [llionuc/ 27/08/2024

[Tenarka: /Menpo Gapmacsiorikanc e, JIr ¥ nianne ynoshosakenoi ocot/

feramintrrsa "Mini Xeackepe Jlimiren” s Yrpaini)
1 icrpa KB N 46023211, suaannit 15.02.2014 (cueniaanuicrs "Tlepexnan™)

e Ly~
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Manufacturing Country: INDIA

Importing Country: UKRAINE

COMMITTED TO HUMANITY

Reg. certificate in Ukraine: No. UA/0160/01/01

Date of Registration: 09/12/2013
Date of Re-Registration: 26112018

CERTIFICATE OF ANALYSIS Expiry Date: Unlimited
Product name LACTOVIT FORTE CAPSULES Lot No. LEF211 i
Active mgredient and Folic ACId mmmemswmsmem= 1.5 Mg Mfg. Date 0772024 : i
amount per unit dose Vitamin B12«--- 15 meg
Lactic acid Bacillus { Bacilius coagulans , !
( Lb. sporogenes )) ----- 120 mitlion spores !
Dosage fonm Capsules Exp. Date 0612026 e
Package size and type 7 Capsules in | Blister, 4 Blisters in a pack with Sampling Date 2170872024 |
package Insert, b §
Batch No. LF211 Analysis Date 21/08/2024
Batch Size 72142 Packs of N28 Release Date 270872024 i
QC Appr. No. Fp24/0791 Pharmacopoeial Ref. | INHOUSE ﬂ
Manufacturing authorization (#25/1663, GF28/1182, Certificate of GMP 043/2024/GMP
on form 26 from 23/03/2024 Compliance
Company Name Mepro Pharmaceuticals Private Limited Address Unit-11,0-Road, Phase [V, GIDC,
. Wadhwan, Surendranagar, !
Gujarat 363035, India |
No. Quality index name Description ) Results ]
1 Description Hard gelatin capsules with yellow body and grey cap | Hard gelatin capsules with yellow body and grey
p.1 QCM containing crystal powder with light-yetlow to yellow and / | cap containing crystal powder with light-yellow
or pink grains of different size. to vellow and / or pink grains of difterent sive,
2 Identification test of
2.1 | Folic Acid HPLC method under “quantitative analysis™. HPLC method under “quantitative analysis™.
p.2.1 QCM Or with liquid chromatography method with reversed phase
following extraction with acid.
22 | Vitamin Bi2 Tonformity of standard of vitamin B12 under quantitative Conformity of standard of vitamin 312 undes
p.2.2 QCM analysis with microbiological method. quantitative analysis with HPLC method.
Or by HPLC method under “quantitative analysis”.
23 | Lactic Acid Bacillus Conformity under the following tests: Conformity under the following tests:
(Bacillus coagulans, 1. Gram+ bacitlus [. Gram-+ bacilius
Lb. sporogencs )) 2. Round terminally located spores 2. Round terminally located spores
p.2.3 QCM 1. Production of lactic acid-Lactic acid bacillus 3. Production of lactic acid-Lactic acid bucillus
4. Positive catalase test 4, Positive catalnse test
5. Negative oxidaze 3. Negative oxidaze |
6. Nitrate reduction 6. Nitrate reduction
7. Glucose (acid) 7. Glucose (acid)
&. Mobility 8. Mobility
9 Culture growth at the femperature 53¢ 9.Culture growth at the temperature ¢
3 Average weight of the capsule | 325 mg & 10 % 32335 mg
p.3 QCM
4| Average weight of the capsule | 260 mg £10% 2358.26 mg
content
pd QCM
5 Uniformity of weight of the +10% - 195%
capsule content + 2.37 %
p3 QCM .
Analysed by Checked by A [)ﬁﬂx&%h oy ,T
Name Parth Ravibhan Name AK. Pathak Name 3 et Rhand ot \y |
Position Q.C. Officer Position Sr, Mamyger Q.C. Position ¢ ol \M'ﬁ |
Sign/Date - Sign/Date AR T Y "L Sign/Dales—%p g
Tales™ %N%ﬁ‘ v e | s 2
Tof2
U Bl NI | & . admin@mepro.in
nit NQ,; 2, Q Road, Phase IV, 3 1003, GIDC Wadhwan 363 038, SWww mepré in
GIDC, Wadhwan 363 035, | Dist: Surendranagar, ‘ ‘ ]

Dist. Surendranager, Gujarat, India.
po+91 2752 241001 7 2

Guijarat, India.
o +91 2752241416

o
ol S8

LU24231GI982PTCO0S451




COMMITTED TO HUMANIT

[ No. Quality index name Description Results ‘
|6 | Disintegration NMT 30 Minutes 01 Minutes 53 Sec. i
i p.6 QUM !
! 7 Cuatiitaive. deiermination Em“h Hard gelating capsules contains : Each Hard gefatine capsules containe - 7
! Requirement Limut ;
f Folic Acid 1.5mg NLT L35 mg 189 mg ’ }
A pr1ocM |
| Vitamin B12 15 meg NLT 135 meg B mog T ?
R L [EEe _
73 Lactic acid Bacillus (108-132) X10" 125.63 X 10° CFU/ Capsule 1

' ( Bacitlus coagulans , CEU /Capsule |
(Lb. sporogenes )) |

p.7.3 QCM ’

8 Microbiological Purity NMT 10*/ g of fungi and Nil :
p.8 QCM Absence of Escherichia coli in 1 I Absentinl g !
Comments: the batch complies to the established quality standards and INHOUSE specification No. MP/SPEC/CP/0053/09 “}
Storage conditions: Keep at temperature not more than 25 °C, in ariginal packing away from children. |

Certification statement: “] hereby certify

that the above inform

ation is authentic and accurate, This batoh of product has been manufactured (including

packaging/labeling) and quality control has been carried out at the above mentioned manufacturing site in fuli compliance with the GMP requirements, sct
by the local Regulatory Authority, and with the specifications contained in the Marketing Authorization of the Importing country. The batch processing,
backaging and analyses records were reviewed and found (o be in compliance with GMP.” R
Analyst: UP,PR,RJ, ) PR AL \Q%K
Analysed by Checked by Approfli By 7 W37 \g
Name Parth Ravibhan Name | AK. Pathak Name DA A handelyal 164
Position Q.C. Officer Position Sr. Manager Q.C. Position : St j\"g;[mgggaiﬂ?ﬁ?‘“
Sign/Date ii-w Sign/Date 7 (/L(:}C-} o Sign/Date: AT dajﬁ\ y)c:?h
910%™ )&7{ % A CE e B e AENN 62127
2ol Y /
B & . py, " * %
Mepro Pharmaceuticals

PLART ADD

Unit No. 2, Q Road, Phase v

GIDC, Wadhwan 363 035,

Dist. Surendranagar, Gujarat,
+91 2752 241001 7 2

RECs Ofp

1003, GIDC Wadhwan 363 03
Dist: Surendranagar,

Gujarat, India.,

P91 2752 241416

India.

|
|

s admin@mepro.in
" WWWLIMEDIO.IN
LA UZ4231 G 9821
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