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BJIAHK [MEITPO DAPMACHIOTHKAJIC

Kpaina supoGruka: THJ{IS
Kpaina imnopty: YKPATHA

HBT. JITA|

Hosep peectpauiiinoro ceprudikary 8 Vipaini: UA/0160/01/01
Mara pecerpauii: 09,12.2013

Jlara nepepecctpanii; 26,11.2018

JlaTa 3aKinveHH
CEPTHOQIKAT AHAJII3ZY

£ TEpMiny RiT peecTpauii; 6e3CTPOKORO

Fa3Ba npoayxry JIAKTOBIT @OPTE KALICYJIN Homep naprii

LF210

Arkrusuit irpenient Ta - (Doniesa kuenoTa ~ 1,5 Mr
KiNBKICTh HA OJIMHHLIO Bitamin B12 = 1§ Mxr

Jlara supoBuuirrsa

08/2023

ILO3YBAIHA Lactic acid Bacillus (Bacillus coagulans, (Lb.

sporogenes)) — 120 mins#onis cnop o
Dopma BHTIYCKY Kancyn ‘ Mlata sakinwenys tepminy [07/2025

| * | ‘ - NPHARTHOCTI |

Poasip ta Tin ynakoskn (7 kancyn y 1 Gaicrepi, 4 Gnicrepn 8 ynaxosni Jlara Biabopy 3paskis 03/10/2023

3 IHCTPYKUIEIO AR MEAHYHOIO JACTOCY BAHHA o
Homep cepil LF210 _ laTa ananizy 03/10/2023
Posmip cepii 72142 ynakoskn N28 /laTa BUITYCKY 109/10/2023

Hasep ceprudikary sxocri F1/24/0791

Mocunanna Ha dpapmakonero  IBHYTPILLIHS

Jliuchsis na supoBimurso  K5/25/1663, G/28/1182,

Ceprudixar signosinnocti  OGYE/248-7/2019

KpUCTANNHIE 3 Kpynunkamu  pisworo  poamipy  Bin
CBITNO-XKOBTOI'O JIO KOBTOro Ta/ab0 pOMEBOro KOJILOPY.

noaoseHo hopmoo 26 sin 23/03/2019 KOMP e —
Hazsa Bitpoburiika Menpo Gapmacorotukanc lpisar Jlimiren Aapeca Unit-ll, Q-Poaxn, dase IV, GIDC, Baaxsai,
Kypeuapanarap, U'ypxapar 363035, Iiuis
Ne Teer Crenudikais Pesysibraru
I Onne TBEPA SENATUHOBE KANCTYINA 3 KOPITYCOM SKOBTOTO KOMBLOPY 3 [TBEPAI SKeAATHHOBI KArCynu 3 KOpIycoMm *OBTOr0 KOJibOpy 3
n.1 MK KPHILCUKOIO  CIPOTO  KOALOPY, IO  MiCTATH  NOpOUIOK KPHIICYKOIO  CIpOr0  KOABOPY, WO  MICTATL  MOPOLIOK

KPUCTRTIMHME 3 KPYMUHKAMW  piSHOTO  posmipy  Bin
ICBITIIO-2KOBTOrO J10 JKOBTOrO TA/a50 poIKEBOro KOs160PY.,

2 |lmentndixauis
2.1 [Dosiesa xiicnora

Metonom BEPX npu niposesenni KinkkicHoro Bu3Hayenns,
AGo MeTonoM pianuuol xpomatorpadii 3 0GepHeHo0 ¢razo10

Metonom BEPX npu nposenesisi KifKiCHOFD BH3Nayeis,

1n.2.1 MKJI [HCHY SKCTPAKINT KHCIIOTOIO.
2.2 Bitamin B12 Bianosianicts cranpaprHoMy 3pasky Bitaminy B12 npu [BIANOBIAHICTD CTAHAAPTHOMY Jpasky sitaminy B2 rnpu
n.2.2 MKl MPOBEACHT  KiNLKICHOrO  BU3nAueHHs  MikpoGioNorivkuM  IpoBeseHi KinbKichoro pHaHaveHHs MeToa0M BEPX,
MCTOJIOM.
AGo  meropom  BEPX  npu  nposeacHni  kistbkicHoro
BH3HAYCH Y,

2.3 |Lactic acid Bacillus
(Bacillus coagulans,
(L.b. sporogenes))
2.3 MKA

BILIOBIAHICTD 3riAH0 HACTYIHIY TECTiB!

1) I'pav+ nasnux

2) HassHicts Kpyrsmx TepMinassio postanonanmnx cnop

3) Tlpoaykysanus moiiovHol KHCnoTH — Lactic acid Bacillus
4) loswrusuuit Tecr 1a Katanasy

5) Oxcuaasa HeraTnsua

6) Peaykiis nitparie

7) Tmokrosa (kuenora)

8) Pyxausicrs

) Pict kynsrypn npu resnepatypi $59C

BiANOBIAHICTS 31AHO HACTYINHX TECTIR:

1) Tpam+ nanuuku

2) HassuicTs kpyrimx TepMiHILHO POITAILOBAHHX CIIOP
3} Tipomyxysanna MONOUWHOT kuenoTH — Lactic acid Bacillus
d) Tloawrusnult rect va karanasy

5) OkcHad3a HeraTupia

6) Peuykuia Hitparis

7} T'mokosa (kuchora)

8) Pyxausicts

9) Pict kyastypu ripu teMneparypi 35°C

7.211.7.2 MKl

3 KCepenns Maca Kancyns 325 mr# 1) % 326,00 Mr
1.3 MIC
4 Cepeana  maca smicty P60 mr10 % 260,60 Mr )
Rancynn
n.4 MKS
5 QOauopiasicTs MacH R 10.0% «5,91%
BMICTY Kancysns + 1,86%
.5 MKH
6 [Posnajianis e Ginnwie 30 xpunun 01 xsununa 06 cexynn
1.6 MK
7 [Kinwxicue susnavenns  [Kodna THEpAA MENATIHORA KATICY S MICTHTD! KKHa TBep/a KeNaTHHOBA KANCya MicTHTL!
BuMory ~ Mewi
7.1 Wonicna kuenora 1,5 mr He meume 1,35 mr 2,03 Mr
n.7.] MK
Bitamin B12 15 MKr {He memue 13,5 ymkr 21,99 MKr

Lactic  acid  Bacillus [(108-132) x 10° KYO/karnc
7.3 (Bacillus coagulans,
(l.b. sporogenes))

122,44 x 10° KYO/kg

i,7.3 MK
§ MikpoBionoriuna uucrora |He Ginsine 10%r rpuBis T4 Bincyrui
n.8 MK Bineyrnicrs Escherichia colip | r Biacyrnis | r

KoMeHTapi: BUicaraalini 3paiok CEPIT BINNOBINAE HANCHHOMY CTAHAAPTY AKOCT] :n*i,_r;nd 3 BHYTPILUHBOIO crietiNiag

YMosi 36¢piranna: 30epiraty npu Temnepatypi ve situe 25° C 5 opurinanbiif YNAKOBL Y HEJIOCTYRHOMY A et ANy

YNAKOBKY/MAPKYBAUHA, | KOHTPOJIB AKOCTI tiposeacHNit HA BHILEIAIHAUCHOMY BHPOOGHHYOMY M

AHAUTI3 CEpii NEepeIvifyTO Ta 3ATBEPAKEHO HA BIANOBIAKICTS BuMOraM GMP»,

Ceprudhivanin: «Llm 3acoinvylo, w0 vanesena suule indopMaltin ¢ CNpapkHBOI 1 Tounolo, Lla cepis npoaRE

SUAl0,  BRIIOURION
LMo MU GMP Micuenix

= E‘Sf
alaHYiKy B NOBHIH BIZMOBITeR

PEryARTOPNRUX OPTARIB TA 3riAH0 3i cneundikatticto, sxazanoio b peeCTpUltiAnoMy noceimieHHi AIKAPCHKOrO 3aco0y KpatHUu=-IMNopTepa. BupoOHHUTBO, ynakoska Ty

AunaniTur: HP, AY, PP
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Mocapa A€ _
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COMMITTED TO HUMANITY

Manufacturing Country: INDIA Reg. certificate in Ukraine: No. UA/0160/01/01
Importing Country: UKRAINE Date of Registration: 09/12/2013
| Duate of Re-Registration: 26/11/2018
CERTII“IC,A TE OF ANA LY&IS Ixpiry Date: Unlimited
Product name LACTOVIT ¥ I“OR'I‘P CAPSULE‘% | LotNo. | LF210 o
Active ingredient and | "Folic ACId —wwmeeereee LA Mg | Mg Date { 082023 o i
amount per unit dose NATCT TS & ¥ | Som— 15 meg, |
| Lactic acid Bacillus ( Bacilius coagulans |
| { L:b. sporogenes ¥} ----- 120 million spores L
Dosage form | Capsules Exp. Date | 0712025
Package size and type: 7 Capsules in 1 Blister, 4 Blisters in o puck w:lh { Sampling Date 03/10/2023
Package Insert. | |
Batch No. 3 LF210 =~ L | . | Analysis Date - 03/10/2023 q
Batch Size 72142 Packs of N28§ | | Release Date 09/10/2023 |
QC Appr. No. { FP/24/0791 o | Phammacopoeial Ref, | INHOUSE
Manufncturing authorization Gr2511663, G28/1182, : o« | GMP Certificate QGYEI/248-7/2019 o
N " on form 26 from 23/03/2019 . |
Company Name Mepro Pharmnccut:cals Prwatu [..:m:led CAddress o Unit-}1,3-Road, Fhase 1V, GIDC,
IS B Wadhwan, Surendranagar,
: S . S . g, A R B e Gulara1363035 India
No. Quality index name o Joc oo 0 Deseription oo et T ~ Resuits
l Description i"Hdrd ,z_,ehtm c'apsules With yellow.‘body ‘and grey cap ;'._}hrd g;e:!atm capsules with yellow lmdy and grey
p.l QUM | containing crystal powder with Ilght-yellow to yellaw and/ | cap-containing crystal powder with light-yellow
. | orpink gmms af dlffercnt sme Fav - {0 ycl lc}w ﬂnd /(}r pil‘lk grains of different size,
2 {dentification test of LA O S E . ¥ ,._'i N N o ma ey o, CEl, i
2.1 | FolicAeid -~ . o '_.-I{PLL method undf.,r quanntatwo analysls“ o “1 HPLC method under “quantitative analysis”,
p.2.1 QCM SR <] Orwith liguid chromatﬁgraphy method. wﬂh rwcrscd plmse ER o
| J--ft)ilawm;,e\tractmrt with acid, ey e _ |
2.2 Vitamm Blz L Confornnity-of standard of vitamin 1312 under qnantltatwe , "}'(S_{m_ffo_m';i_ly.o'f-standard"f(ﬂ’jvitamin 312 under
‘p22 QCM e 5o | ,junaly&.zs w:lh mlcrc}hmlug:ca! m:.,thod S L quantitative analysis with HPLC method,
e e Or by EII’I C melhod under “quauntatwc analys:s“ 4o - - | )
2.3 l'lC(IL Acui Bac:llus [ Conformity under the Iollowmg fests: C{mfomuly undcr tlu, Followmgtema
(Bacillus coagulans, - | 1. GramkbacillusT - o 1. Gram+ bacillus =
Lb. sporogenes)) | 2. Round u.rmnml]y locatod sporf.,s | 2. Round: tcmunally located spores
p23QCM - 3. Produgtion of lactic ac:d»],,.actnc acid bacillus 3. Production of lactic acid-Lactic acid bacillus
R Lriia 4, Positive catalase test - 4, Positive catalase test
' 5. Negative oxidaze o 5. Negative oxidaze
6. Nitrate reduction 6. Nitrate reduction
7. Glucose ('mé'id) 7. Glucose (acid).
| 8oMobitity -+ - R g . o 8&Mobility - A
x | o n e 9 Crilture growth at thc tempcratum 55% 9.Culture grnwth at 1hf.. tcmpemtu:c 5"0
& -Avcmg,ewmghtof‘ lhc napaula 25mgx10% S 132600 mg | -
n.3 QCM
4 Average weight of the capsule | 260 mg =+ 10 % 260.60 mg
content
p.4 QCM . L |
> Uniformity of weight of the + 10 9% | | N ~3.91 %
capsule content +1.86 %
p.3 QUM S . . — ,
Analysed by e Checked by N _ A
Name Anil Yaday | Nmm Abhijeet Vingle Name @ A']
Position Q.C. Officer | Position AGM Q.C. | Position : ;?:1
Sign/Date oy Sign/Date Sign/Date: %E
'q;"‘i:"j:;iw‘r"a:} ‘ 1 &9 Yy 20V Seal L AR
| of 2 E”;a,
Maenro Pharmadg -m
PLANT ADD, L OREC O - rindmenrs.in
Umt N(:s ? & Road, Phase 1V lDO’% l >{,, W £ N 3‘) “ MWL ITE pff:? ig o
GHDC, Wadbwan 3863 035, ST Surendalranc ™ ?4', b’a 010“‘9 L2423 VG Y82PTC00545 ]

Di%’r surendranggor, Cﬁujc::ri:ti, India.
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| S gt S, s COMMITTED TO HUMANITY
No. | Quality index name | . Description | Results

6 | Disintegration | NMT 30 Mimutes T T 101 Minutes 06 See,
.6 QCM

Quantitative determination Egch S0 B atie smmles UL
Requirement | Limit

| Each Hard gelatine capsules contains ¢

rolic Acid 1.5mg | NLT1.35mg 1203mg r
LU | p 7.1 QCM S |
Vitamin BI2 1S meg | NLT 13.5 meg { 21.99 meg

72 | n.7.2QCM » | . | ] |

74 Lactic acid Bacillus (108-132) X10¢ - | 122,44 X 10° CFUI/ Capsule
‘ ( Bacillug coagulans , CFU /Capsule
( Lb. sporogenes ))

0.7.3 QCM N

8 Microbiological Purity NMT 10?7/ g of fungi and “Nil

p.8 QCM Absence of Escherichia coliin | g Absentinl g

Comments: the batch complies to the established quality standards and INFHOUSE specificntion No. MP/SPEC/CP/0054/08
otorage conditions: Keep at temperature not more than 25 °C, in origingl. packing away from children, L
Certification statement: “T'hereby certify that-the above information is authentic and accurate. This batoh of product has been manufactured (including
packaging/labeling) and quality control has been cartied out at the above mentioned manufacturing site in full compliance with the GMP requirements, set
by the local Regulatory Authority, and with the specifications contained in the Markéting Authorization of the Importing country. The batch processing,
packaging and analyses records were reviewed and found {o be in compliance with GMP,” 7 | et |
Analyst: HP,AY,PP, A ey, T 3 el | o’““““‘"“%;\\
T — Analysed by =~ oconeecnna b o Ahecked by 2 oo e 20l ] 27 AP Va2

i JoAamit Yaday o c-Name o | AbhijeetVingle " | Name 4/ .7 Dc'ttp'amamf\\'ﬂl
Foston QC-Officer .~ pPosition - | AGMQC. -~ TPosifion {5, ] |\ S Muke QA

fo 9} 1012773 | Seal — | B wwﬁﬁy\, ol
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1003, GIDC Wadhwan 3463 035, WY ARWL Y DO
Dist: Surenciranagor, O LANUAZ B G TV D0545]
Gujaral, India, R |

BLARNT ADD,

Unit No. 2, Q Road, Phase 1V

CIDC, Wadhwan 363 D38,

Dist. Surendranagar, Gujorat, Indio,
o Bea91 2752241000 /2.
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