(\ O NPHMMEHEHHMIO IBAEJHSA MEARIIHHCKOT' O HASHAYEHNS
Jiaxrarens, rejib BATHEAALHLIN

Baaraznuimsie BoACIeNHS, SAPAKTEPHIYIOIECCH NCEPRSTHIM IANAXOM, B PAIPAKCHHE NOA0BHX
opranos

Bnarannupeie BuiAETeHHA, XapaKTepuIyIOMMecs HCNPHITHLIM 38NaX0M, H PasIPaKeHHE MONOBLIX OPFraHOB
3998CTYI0 BH3BAHLI CYUIECTBEHHHM YMEHBLIEHHEM MOJOUHOKMCAMX Oaxrepuii. Monounokucnse Oakrepus,
KOTOpEIe IIPH HOPMANBHBIX YC/IOBHAX HAXOJATCA BO BIAT&AHHIC, NpeACTANMIOT CoDol monesHue GCakrepHw,
NPOH3ROANIINE OKHCIMIOLIYIO MOJIOMHYIO KHC0TY. Fenn komHuecTBo MOTIOUHOKHCIEIX. 6aKTepyil YMEHBIHIAETCA,
MOXET YRETHAWTECH KOIMHYeCTRO Xpyrux Oakrepwil, XOTOpLIC BHILIBAIOT HEAPUATHSIH 3a51aX W PAIIPAKEHHE.
Haunoe seneMme npencrasnser coboli Aocrarouso o0nmHYI0 npobireMy, H OHO BbilRAHO, HANPHUMED,
JUIMTENSHEIMH ~ MEACTPYAIASMH, KyMAHHEM W ROJOBRIMH  CEs3sMH. Jiaxrarens, rent BarHBanbHBIH
BOCCTAHARIHBAET DanaHc.

JlakTaresn, reas BargHATLALE ofaazaer ABolinniM RelicTEEEM B BOCCTAEABJIABAET Garane

eCTECTBCHENM 0bpazom

JlakTarens, BArHHANLHHI Tejib XAPAKTEPHIYETCH JANATCHTORAHALIM COCTABOM, B KOTOPHIT BXOANT MoNoYHAd
6\ KHCIOTa, yMeHblnaiomag pH A0 HopMaikHOrO ypoBHS. BanaHc BOCCTAHABNHBAETCR, H HEMPRATHLI 3aMax

nevesaer, JlakTaress, reib BArHHANLABI TaKOKe CONEPIRHT TIMKOTCH, KOTOPHIH 00SCTCUHBIET NUTAKKE H

¢H0COOCTRYET MPOLECCY POCTA HOBBLIX MOTOMHOKECIBIX GakTepiii. [loaroMy HakTareh refh BarMHATLHLI

obnanaer AROHALIM AEHCTRHEM.

Cpena, Koropas XapaKTepH3YeTCa HOPMAITLHEIM ypoBaeM pH, a Takke NOCTYINIEHHEM AOCTITOMHOIO
KOAHYECTBA TVIHKONEHA, O0SCHICUHRACT NOBTOPHOE YPETHUCHHE JALIMTHEX MOTOSHOKHCIMX Gaxrepuil. Taxum
00pazoM, BOCCTRHARITMBAETCA ECTECTBCHHEH Gananc,
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JIakTaress, rejib BATHEAIbLELIH Gesonacen p ynoTpebieHun

Jlaxrarens, reib BarkHaNbHLIH APeACTAaBNAET Co0OH reb, KOTOpLIH CONEPXUTCA B TIOOHKE IS OTHOPA30BOTO
npHMeHEHHA. OH HE COACPKHT KAKHX-AH00 KORCEPBAHTOR, KOTOPHIE MOTYT YRHMYTOXKHTD MOJIOMHOKHCITEE
GaxTepHM, WIH NPOTEHH, KOTOPbIif MOXKET IPHBECTH K PA3BHTHIO GakTepuamnshoil duioph), XapakTepH3ytoinelics
HETPHATHBIM 3anaxoM. B cayuasx Hamwans rpubkoBoii HHEKIITH Hu TPIIMH BATHHATLHOSH TKEHH NPH
HaHeceHMH npenapata «JIakTarens» Moxer Habmoznarscs HeGonbuloe sckende. Oanako 3To spnaeTCa
BpEMEHHLIM ABNCHHEM.

Koraa e caeayer npamedaTs npenapat «Jlaxrarens»?

Jlakrarens, reb BATHHANBHBH HE AODKCH NPHMEHATHCA NIPW HATHY MY Ooneit W 3yaa. Heobxoanmo
MPOKOHCYIBTHPOBATHCA C JICUAHIHM BPa4OM, ©CTH CHMIITOMBI HE HCUE3NH nocne aeuenns. Taoxe Heobxonumo
obpaTnTLea K Bpavy, eciii HabmoBaoTCa BHAENEHHA, CONSpIKaNIHE KPOBb, H BHACICHHA, BOSHAKLING BO BpeMA
mexonayssl. Henban uenonb30BaTs JIakrareTs, redib BATHHANLHENH NIPH DOMBITKAX 320ePeMEHETD, TaK KK OH
XAPAKTEPHBYETCA HU3KEM YpoBHEM PH H MOKOT HCTIOPTHTH Cpety, OaronpRATHYI0 V14 CIICPMATO30KI0B.

~~

N JIaxTarens, reiib BATHHAILHLIA Bajiexen B APOINe/ KIEARTECKSe HCHLITANEA
Jlax‘ramnh, Tenb BATHHANBHEBIH HCHOmb308aiAc A JICHCHHS HAPYIUCHHA danatca NONOBHIX OpPTraHOB B TEYCHHE
6onee 10 ner. Heckonkxo npoBeneHHbLIX KIHHHYECKAX RCCIIEROBAHHI NMOKa3any, yro JlakTarens, rems
BATHHANBHEIH SBIAETCA 6e30nacHM H >PPeKTHEHEIM NIPH BOCCTAHOBNEHAH H Noamepkadny 6anaHca noJoekX
OpraHos.

Koraa npamensierca JIakrareik, reis BATNEANLAGHE?

JiakTaresb, reJib BArHHATHHEI DPMMEHACTCA IPH JICUEHIH BAATATMINHbLIX BHZCICHHH, XaAPAKTEPH3YIOMAXCH
HEMPHATHMM 3aMaXOM, H PasApPakeHHs A BoccTaHOBIeHRR pH o nopMansHOro yposna.

Tax xak NpoGneme! 3a4aCTyIO BOSHHKAIOT IOCE NOABEPTaHNg (akropaM, NPHBOASMINM K YBemauenmio pH, xak
GEUI0 YIOMAHYTO BRIIE, JlaKTarens, refib BATHHANBHEIH — MOXKET TaKoKe MCTKNIBIOBATLCA B KAYeCTBE
npodunakrreeckod Mephl.

JlakTaresib, rexp BATHHAABHLHA TaKKe MOXKET NPHMEHIATLCS B TeueHHe SepeMEHHOCTH, KOTAZ HEAOTYCTHMO
TIPHNEHEeHHE ANTROMOTHKOB, 4 TAKXIKE IPH MEHCTPYAITHAX,

6\ Kaxnm ofpaiom meo0xoanmMo RpEMensTs Jlaxmareas, rejh BareRainenili?
Heo0xomumo OTKPLITE KPRIIKY, BCTABHTE BECH HAKOHEYHHK TIOOMKA BO BIATARHING H BHAABKTE BCE
copepxuMoe TIoOnKka. Coxpansa AaBReRne, HOoOXOMAMO YAAHTS TioOHK i BROpPOCHTS ero. Jlaxrarent, rens
BarHHAbHBIH NPEANOMTHTENBHEE HCIIONE30BATL NEPES HOYHBIM CHON, TaK KK HEKOTOPOE KONHIECTBO el
mMoxeT Bprredh. Heo0Xomumo npaMeHsT: HPOKIANKH ATIA GEnbd.
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by ﬁ 1. BerpaxanTe coACPAHMOE, IEPEBEPHYB ¢ XONIHKOM BHHA3.
Ca \%ﬁ" 2. TlosepHyB HAKOHESIHHEOM BBEDX, OTIIOMHTE TUIOMOY.
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ROLF KULLGREN KULLGREN PHARMA

MATERIAL SAFETY DATA SHEET

DATE PREPARED: 2010-05-24
VERSION No: 0002

1. PRODUCT AND COMPANY IDENTIFICATION

PRODUCT NAME: Lactal gel (also called Geliofil, Geliofil Ctassic, Lactacyd Vaginal Gel, Balance
activ, Balance activ RX, Femina Lactal, Lactobor Intim and Biofit)

PRODUCT DESCRIPTION: Lactic acid vaginal gel.

MANUFACTURER 24 HR. EMERGENCY TELEPHONE
NUMBERS

Rolf Kuligren AB

Box 123 Emergency Phone:

SE-646 22 Gnesta Phone 1: 112

Sweden Phone 2: Dial tocal emergency number!

Tel: + 46 158-130 30
Fax: + 46 158-12474

2. COMPOSITION / INFORMATION ON INGREDIENTS

Chemicat Name W% CASH Classification
¢ Lactic Acid (E270)  1%sC<5% 78334

Giycogen . | <1% 9005-79-2

?é"é‘f;”‘"’m <1% 1310-73-2 G R35*

?enwus&f‘?w 1%$C<6%  9004-653

gﬁ’ggg;’eg'y"“ >5% 57-55.6

Purfied water

Noneofthe otmroonsumantsmmrsmlxweoonﬁbulaes :ﬁcaﬁywanyhazards
mﬁdmmupmmamdhgmmmm 1995/45/EC (preparatims}

Labelnotneoessayiormmhares%quanﬁtyhebw1 %awordnngC
Dtrectwewssu&EO(preparanons)
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KULLGREN PHARMA

3. HAZARDS IDENTIFICATION
EMERGENCY OVERVIEW

PHYSICAL APPEARANCE:  Opalescent gel.
IMMEDIATE CONCERNS: The product is considered to be non hazardous products as
specified in EC Directive 1999/45/EC (preparations)

POTENTIAL HEALTH EFFECTS
EYE CONTACT: May result in moderate irritation
SKIN CONTACT: No known effects under normal use
. INGESTION: May cause vomiting
INHALATION: No known effects under normal use

COMMENTS HEALTH: Due to acidity of the product it can cause harmless smarting
sensation when used if there are fissures in the tissue,

4. FIRST AID MEASURES

EYES CONTACT: Rinse out with plenty of water with the eye-lid open. Call
ophthalmologist if needed.

SKIN CONTACT: Wash off with plenty of water. Remove contaminated clothing.

INGESTION: Drink plenty of water. Call in physician or consult medical expertize i

. feeling unwell.

INHALATION: Not likely to occur under normal conditions of use. If symptoms occur

move to fresh air

5. FIRE FIGHTING MEASURES

FLASH POINT. Not applicable

FLAMMABLE LIMITS: Not applicable

AUTOIGNITION: Not applicable

EXTINGUISHING MEDIA: CO2, powder, foam, (water)

FIRE FIGHTING PROCEDURES: Fire fighting is primarily to be focused and adapted towards
materials stored in close proximity.

6. ACCIDENTAL RELEASE MEASURES

SMALL SPILL: mpeupmmdothorpaper -
LARGE SPILL:  Take up vith quuid-absorbentmamna!(eg Chennsom@) Fomardfa' o
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KULLGREN PHARMA

7. HANDLING AND STORAGE

GENERAL PROCEDURES: Handling according to instructions for use. Single use only.
Use before expiration date. Store at room temperature.

8. EXPOSURE CONTROLS / PERSONAL PROTECTION
PERSONAL PROTECTION:

EYES ANDFACE:  Not required for normal product handling
SKIN: Not required for normal product handling
RESPIRATORY: Not required for normal product handling

. 9. PHYSICAL AND CHEMICAL PROPERTIES

PHYSICAL STATE: Gel
APPEARANCE: Opalescent

pH: 3.7-39
SOLUBILITY IN WATER:  Soluble
SPECIFIC GRAVITY: No data available
VISCOSITY: 0.6-1.0Pas

10. STABILITY AND REACTIVITY

GENERAL: The product is stable during the expiration period when stored in the original
package under recommended condition,

HAZARDOUS DECOMPOSITION: Decomposition is not observed during the expiration period
when stored in the original package under recommended condition,

11. TOXICOLOGICAL INFORMATION

ACUTE TOXICITY: CQuantitative data on the toxicity of this product are not available.
CARCINOGENICITY:  No data available

COMMENTS: Experience from clinical use iﬁdieatasﬁoserioussideéﬁec&or
toxcicity. : Rt

12. ECOLOGICAL INFORMATION

ECOTOXICOLOG!CALINFORMA‘I’ION Qumtatatsvedataonmeacologicaleﬁmtofmis . S
. " productarenotavahble S
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KULLGREN PHARMA

13. DISPOSAL CONSIDERATIONS

PRODUCT DISPOSAL: Chemicals must be disposed of in compiiance with the respective
national regulations.

PACKAGING: All packaging must be disposed of in compliance with country-specific
regulations or must be passed to packaging retum system.

14. TRANSPORT INFORMATION

Not subject to transport regulations.

156. REGULATORY INFORMATION

LABELLING ACCORDING TO EC DIRECTIVES:
Symbols, R-phrases, S-phrases: For classification of individual components, see chapter 2.

16. OTHER INFORMATION

The information confained herein is based on the present state of our

knowledge. It characterizes the product with regard to the appropriate

safety precautions. It does not represent a guarantee of the propertios
of the product.
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KULLGREN PHARMA
ROLF KULLGREN
JIMCT JAHHBIX IO BE3OIMACHOCTH MATEPHAJIA

NOATOTOBJEH: 2010-05-24
BEPCHA somep: (0002

1. MPOXYKT H KOMIIAHHA

HA3BAHME IMPOJXYKTA: Jlaktan reas (Takke Fennodun (Geliofil), Femaodun Knaccux
(Geliofil Classic), Barnnansaeii rems Jlaxranun (Lactacyd Vaginal Gel), Basasc akmas (Balance
active), Bananc axtes RX (Balance activ RX), ®emmna Jlakran (Femina Lactal), JlakroGop UaTaM
(Lactobor Intim) # Brodan (Biofil)

. OIMMCAHHME NNPOAYKTA: BarinanbHrii Teib, COACPARAIHYN MONIOIHYIO KHCIOTY.

NPOA3BOAHTEID KPYTJIOCYTOMHRNE TEJE®OHBI
SKCTPEHHON CBA3H

Rolf Kullgren AB Sk 123

SE-646 22 I'necra llIpenus Tenegon skcTpenroll camn:

Ten: +46 158-130 30 daxc: +46 158-124  Tenedor 1: 112

74 Tenedon 2: HabeprTe MecTHEIC HOMEP
SKCTPeHBOH cB3H!!

2 COCTAB / HH®OPMAIIAS OF HHI'PEAREHTAX

Xummeckoe HaIBANAE Bec % CAS# Kaacenduranng
Monousag xacnora (E270) I%<C<5% 79-33.4
® 'naxores <1% 9005-79-2
Tuapoxcun aarpus (E524) <1% 130-73-2 C;R35*
Wrnnrnnpompom- 1%<C<5% 9004-65-3
newnonosa (E464)
Tpomanenrmxons (E1520) >5% 57-55-6
O'Inmem!as BORA |

Hnommwcwmmmmmmmnee&MMmmc
mmmnpmmu, eomacno}!{npetrmECD;mawelmﬁiEC(pacrmpu)

_ 'qummanemﬁmmmmwﬁnmml%mmwm
l999l45!EC(pacmopu) o .
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KULLGREN PHARMA
3. ONPEJEJEHHME OIACHOCTEH

Kpartxas xapaxreprcTaka XAMAYECKOT0 COCTABS BEIIECTBA HA CAyYal BOSHHKHOBEHHS

9pe3BEIIANHX OOCTOSTENECTB

BHEITHWH BY][: Onanecunpyiomuii renb
BE3OTNAI'ATENBHBIE TIPOBJIEMBI: [IpoaykT cemTactea He onacHsM coraacso Jlupextune EC
1999/45/EC (pacTBOpH).

BO3MOXHOE BITMAHWE HA 3I0POBBLE

KOHTAKT C I'’'TA3AMMH: MOXKeT TPHBECTH K YMEPEHHOMY PAZAPAKEHAIO
KOHTAKT C KOXEMN: nps HopMam.aoM Bcnonk30BaHuH ~ Gea addexros
ITPAEM BHYTPb: Moxer Be3BaTh pBOTY

BIbIXAHUE: npr ROpMaILHOM ACTIONE30BanuH — Oe3 ad¢exron

KOMMEHTAPHM: [1o npEauBEe KHCHOTHOCTH NPOAYKTA, O MOXKET PRI3BATH OIXYILICHHAE KAKCHES
. IpH NpEMEHEHRA B 0ONACTH NOBPEXKACHROH TKAHH.

4. MEPHI IT0 OKA3AHHIO IEPBOM [IOMONIH

KOHTAKT C I'lTA3AMU: ITpomeats GonsimM xonAuecTroM Boxbt. Ilpe neobxomamocTa
o0paTETEC K OQPTAIEMOIOTY.

KOHTAKT C KOXEM: TpoMirms 6oLImaM KOAHIECTBOM BOAEL YIATHTE 3arpISEEHHEYI0 OACKIY.
NPUEM BHYTPE: 3anuts GonmsmaM KorriecTBo Boasl. O6paTuThCd K Bpady IPH yXyACHAH
CaMOJYBCTBHA.

BIBIXAHUE:TIpn HOpManbHEIX YCIOBRSE HCHOAL30BAHAA BPAX M NORoOHOE MOMXET MPOHIOHTH.
Hpu noseNeHRH CHMITTOMOB 00ECTICILTEe ZOCTYTI CBEIKETO BO3AYXA.

5. MEPBI IO NOKAPOTYHIEHMIO

-. TOYKA BO3IOPAHMSA: He npaveranMo
INPEAEJIBI BO3OPAHNMA: He npaMenamMo
CAMOBOCIUVIAMEHEHHE: He npuMennMo
CPERCTBA INOXAPOTYIIEHHA: C02, nopomok, nena, (Boas)
TEXHHKA [TOXAPOTVIIEHHUA: TloxapoTymenne #omxa0 GriTs HAGPABICHD A MATEPHATH,
XpaHAIHeCS B HenocpeAcTeeRHOH GMrocTH.

_ amunonﬁxsmmmmm

HEBO.HLH]ASIYTE‘IKA Bitrepers Txanbio wiE Symarol o '
BOJIBIIAA YTEUKA: Ymcnoummmomaﬁcopﬁema(nmpmepmm).
H@emsmymmmommmmooﬁmcnmmm '
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KULLGREN PHARMA
7. OBPAIRERME A XPAHERUE

OBLIVME NNPONIEQYPBI: O6panmarscs COrmacHo HHCTPYKURH N0 KCNONL30BRHAI0. HCmom30BaTs
TOMHKO | pas. Hemomesosath 20 MCTEUeHHA CPOKA FOAHOCTH. XpaBATE MIPA KOMHATHON

TEMIEPATYPE,

8. KOHTPOJIb DKCIOIAIHHA H HEPCOHANBHAA 3AINATA
NMEPCOHAJNBHAA 3AIIATA:
T'JIA3SA F1 JIMHO: He tpebyeTcs npH NpaBaabloM 0GpameHAH ¢ NPOXYKTOM.

KOXA.: He Tpe6yercs npe npaBmibHOM 00pamieHIH ¢ NPOAYKTOM.
JBIXATEJBHbLIE ITYTH: He Tpefyercsa Npn NpapHNBHOM OGPAINEHHH ¢ IPOAYKTOM.

9, ®H3MECKHE M XHMIYECKME CBOHCTBA

OHINUYECKOE COCTOAHUE: Temn
BHEHIHUA BUJT:  Onanecumpyionmait

pH: 3739

PACTBOPUMOCTD B BOIE: PacteopHMEI
YAEJILHBINA BEC:  Her RocTynHLIX AAHHEX
BA3KOCTDL: 0.6-1.0 Pas

10. CTABHJIBHOCTD H PEAKTHBHOCTD

OB].!.IAR HHOOPMAIINUA: Ilponyxr seiaerea CrabHASHBIM B TESCHAC IICPHONA HCTEHCHAS CPOKa
XPaHCHMH B OpPATHEANLAOH YIAKOBKE IPH PEKOMEHAYEMEIX YCIOBHAX.
PACIIAJL; Pacnan ne nabmofactcd Bo BpeMa HEPHOAA ACTCICHRS CPOKA TOAHOCTH IIpH
xpan A B OPHTHHANBHO# yIIaKOBKE IPH PEKOMERAYEMKX YCIOBHIX.

11. TOKCHKOJOTHYECKASR HHPOPMAIIMA

OCTPAS TOKCHYHOCTD: KomguecTecHAEC AQHALIE OTHOCHTENLAO TORCHTHOCTH JaHHOIO
MPOAYKTa HE JOCTYIHEL

KAHIEPOT'EHHOCTD: Her nocTymanIx Jamamx

KOMMEHTAPHH: OnmT KIMHA%ECKOrO HCCNEHO0BARHA 03HAYACT OTCYTCTBHE HOGOUHAX
3¢ PexTOB H TOKCHIHOCTH.

12, SKOJIOPH‘IECM HMHOOPMAIMA

: SKOTOKCHKOJIOI'H'-IECKAX Pﬂi‘DOPMAlIHSL Kommenm 06 mmou C
~ addexre gaumoro npomm HE SRASIOTCH .noc‘rynm ' _ ) -




KULLGREN PHARMA

13. YTHIH3AITHSA OTXOAOB

YTHIM3ANUA ITPOYKTA : XuMaKaTH XO/DKHE YTHIN3HPOBATECE B COOTBETCTBHH C

COOTBETCTRYIOIMUMH T0CY AAPCTBCAHBIMA HOPMATHBHEIMH aKTaMH.
YITAKOBKA. Bee ynaxoBo4HEeE MaTepHANH AODKHH YTRAEIHPOBATECA B COOTBCTCTBHA ¢

TOCYAAPCTBCHHRBIMH 3aKOHOIPOCKTAMH.

14. TPAHCHHOPTHASA HHOOPMAITAST

Cnemmansias #HOOPMAURA He TPeACTABICHA.

15. HOPMATHBHAS AHOOPMALIHA

. MAPKHWPOBKA COI'JIACHO THPEKTUBAM EC:
Cumsonst, R-dpassl, S-dpaser: Jlng xnaccndpuranyn OTACHLHMX KOMITOHEHTOR, CM. FIABY 2.

16. IPYT A HHQOPMAINA

Huopmayus, npugedennan & OGHHOM OOKYMENME, OCHOSAH A HAUNX IHAHUAX 6 OGHNLITE MOMERM,
Ona xapaxmepusyem npooyxm ¢ Y4EmOM COOMEEMCMEYIOnUx nPpeooCmopoONCHOCE no
besonacnocmy. Ona ne npedcmasinem coboil 2apanmine Kawecmea npooyKma.
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