AVK Polypharm s.r.o.
ABK Tlomidupy c.p.o,

Piiloha €. 6 / lonoBuenns Ne6

Rizeny dokument /
Kontponsosanmuii nokyment

Platnost od / Yugnuii eix;

Strana / Cropinka 1 / 1

Zméena / Bapiant;
22.7.2022

Jakostni atest / Certificate of Analysis / Ceprugikar anamisy

Batch number / Sarie / Cepin: | 1./43029
Manufacturing date / Datum vyroby / Jata supo6uunrea: | 2023/10
Expiration date / Datum exspirace / Tepmin npugatuocti: | 2026/09

Batch size / Velikost $arze / Pozwmip cepii:

1 947,00 kg / xr

Product type / Typ vyrobku / Tun MPOTYKTY:

Contex lubricant gel - Long love 100 ml

Amount of product / MnoZstvi typu vyrobku / Kinbkicrs npoaykry:

18 000 pes. / ks / .

Characteristics / Parametr /

Required values / Pozadované rozmezi hodnot

Result / Vysledek / Pesyabrart:
Value / Hodnota / 3nauenns a6o

XapakrepucTHkn: / Bignosigui snavenns: AN, v
Weight of filling / Hmotnost naplné / 102,18 g
Bara Hanosnenns: (ha=10650 5] r Vyhovuje/Conforms/Bignosinac
Density of filling / Hustota napln& / 1 008 kg/m3

I'ycTHHA HANOBHEHHS:

(995 — 1015) kg/m? / xr/m?

Vyhovuje/Conforms/Bimnosinae

Volume of filling / Objem néplné /
06’em HanoBHEHHS:

100 ml / mn = 5% (95,0 — 105,0) ml / mn

101,37 ml
Vyhovuje/Conforms/Binnosinae

pH of filling / pH néplné& /
pH HanoeHenns:

5,0-5,5

5,20
Vyhovuje/Conforms/Bianosigae

Viscosity/Viskozita / B’ askicrs:

min. / Min. 20 000 mPa-s / MITa-¢

23 240 mPa.s
Vyhovuje/Conforms/Binnosinae

Appearance / Vzhled / Texctypa:

homogenous / homogenni / romorenuuit

Vyhovuje/Conforms/Binnosizae

Colour / Barva / Koxip:

transparent/ €ird / nposopui

Vyhovuje/Conforms/Biamnosinae

Consistency / Konzistence /
KoHcucrenis:

gel / gel / rens

Vyhovuje/Conforms/Binnorinae

Odor / Vané / 3amax:

by the used aroma/ po pouzitém aroma /
BIATIOB/INHIA BUKOPHCTAHOMY apomary

Vyhovuje/Conforms/Binnorsi;:ae

Taste / Chut' / Cmaxk:

NA / nehodnoti se/ H/3

Vyhovuje/Conforms/Bianosinae

Microbiologic requirements /
Mikrobiologicky rozbor /
MikpoGionoridui mokasuuimn:

By to Table 5.1.4-1 in the Czech Pharmacopoeia,
2009/ Dle tabulky 5.1.4-1 v Ceském lékopise,
2009 / Bignosinxo mo Tabnumi 5.1.4-1 Yecbkoi
Dapmaxorei Bix 2009 p

Vyhovuje/Conforms/Binnozinae

Thermo-stability /TepmocTa6inpricTs:

up to / do / no +37°C

Vyhovuje/Conforms/Binnosijae

Marking control / Kontrola znagen /
Koutposs mapxysamms:

batch, manufacturing date, expiration date /
SarZe, datum vyroby, datum exspirace / cepis,
Aata BUpOOHAUTEA, TepMiH NPHIATHOCT]

Vyhovuje/Conforms/Bianorinae

By the standard / dle vzoru v / BIIIOBiHO 1O

crangapty PN AC/SC-033/14

Vyhovuje/Conforms/Bi,an(JBi;(ae

Final result / Zav&r / Octarounmii

Conforms / Vyhovuje / Bianosizae

PE3VIbTAT:
Reasoning / Zdiivodnéni / | All measured characteristics are within the tolerable limits/Veskeré sledované parametry jsou
Obrpyarysanua: |v povolenych tolerancich / Bei BHMIDIOBAH] X4paKTESPHCTHKH B HOIYCTHMHX MEKax

Worked up by/Vypracoval/Buxonano:

Ing. Michaela Valova

Date / Datum / Jara:

29.11.2023

For QA department / Za oddéleni
odpovédné za jisténi jakosti /
Hpencrapuux simriny sxocri:

Approved by / Schvalil / 3aTBepIKEHO:

Ing. Marcela Pokorna

Function / Funkce / ®yuxaiia:

Executive Director

Date / Datum / Mara:

AVK Pol
Jindfisska

1.12.2023
ba@&.r.o.
1’}% 118400 Praha 1

lic, VAT: CZ27276139




@
reckitt

Jekaapauist npo sianosianicts Ne J1-007, sepcin 01
Declaration of Conformity Ne JI-007, version 01

Meanuni Bupodu:
Medical devices:

IMepeaix Bupodis:
List of products

Koa YKT3EJ
UKTZED code

Bupodunk:
Manufacturer

Iurumui reas-3maskn Contex®
Intimate lubricants Contex ®

Jus. Jlonatok 1 10 nici aekaapauis npo Bianosianicts

See Annex 1 to this Declaration of conformity

3304990000

ABK Moaidapw c.p.o., inapximexa 901/5, Hose Mecto, 110 00

IMpara 1, Yecwka Pecnybaika
AVK Polypharm s.r.o., Jindrisska 901/5, Nové Mésto, 110 00 Praha

1, Czech Republic

Kocvonae,a.c., dycikosa 795/7, 638 00 Bpuo, Yechka
Pecnybaika

Cosmonde, a.s., Dusikova 795/7, 638 00 Brno, Czech Republic
Owmera ®apma a.c.

Bizencska 188/119d, Joani Fepwnine 619 00 Bpuo, Yecbka
Pecnybaika

Omega Pharma a.s.

Videnska 188/119d, Dolni Herspice, 619 00 Brno, Czech Republic

Bupotunui aiaaukn:
Manufacturing sites:

TOBAPHUCTBO 3 OBMEXEHOO BIATTOBIAAJIBHICTHO
“PEKKITT BEHKI3EP XAYCXOJIJ EHJ XEJIC KEP
YKPATHA” (TOB "PEKKITT BEHKI3EP YKPATHA"),
npocn. Crenana banaepn, oya. 28-A, air. I', odic 80, m. Kuis,
YnoBuoBakenuii NpeICTABHUK: 04073, Ykpaina, rea. + 38 (044) 390-50-41

Authorized representative: “RECKITT BENCKISER HOUSEHOLD AND HEALTH CARE
UKRAINE™ LIMITED LIABILITY COMPANY ("RECKITT
BENCKISER UKRAINE” LLC), ave. Stepana Bandera, bldg. 28-A,
lit. G, office 80, Kyiv, Ukraine, 04073, tel. + 38 (044) 390-50-41

Kaac Ila
Kaacudikauin: Class la
Classification:

Joaatok 6 ta 8 Texuiunoro periaMenTy moao Meanannx
BHPOGiB, 3aTBepaKenoro Mocranosoi Kadinery Minicrpis

INpoueaypa ouinkn Ypainn Ne753 gin 2 wontus 2013 poxy.

BiANoOBLIHOCTI: Annex 6 and 8 of technical regulation on medical devices, approved
Conformity Assessment Route by Decree of Cabinet of Ministers of Ukraine Ne733 on October 2nd,
2013.

TOBAPHUCTRO 3 OEMEALEHOIO BUTHTOBIIAJBLHICTIO “PEKKITT BEHKIZEP XAYCXOJULEH/L XEJC KEP
YKPATHA"
Yipaina, 04073, m. Kuis, npocnest Crenana baepn, 28-A, aitepa I, odic 80,
Tea + 38 (044) 390 50 41, daxe + 38 (044) 390 50 47
Koa C/IPTIOY 33696041, IBAN: UA9S 3005 8400 0002 6004 2003 3408 6 AT « CITIBAHK»
ILariux no LATKY Ha H])H{.)‘\ TOK HO 3JFVILITHN lli ICTanaN
HIH 336960426593, 1larie TJ1B 5 26.08.2005p.

Jexanpauis npo sianosiamicrs Ne 007 Bepeiu: 01 Jdaas 22,07.2022 Cropiusa 1 3
Declaration of conformity No. 007 Version. 01 Date: 22,07.2022 Page 1 of 3




Ceprudixar sinnosianocrti Ne UA.TR.098.0394-22, aiiicuuii 1o
_— 21.07.2027 poxy
C AaT: )
eprEpiKAT Certificate of Compliance Ne UA.TR.098.0394-22, valid till
Certificate: 21072007

TOB «YKPATHCBKUI LEHTP MEAMYHOT

Tpusnauennii opran 3 ouinin CEPTU®IKALLIT TA TPOTHO3YBAHHSI»,

BiAnoBianocti 1a iforo

. PV UA.TR.098
inenTudikauiiinnii nomep: - , " . p
Appointed conformity assessment UKRAINIAN CENTER FOR MEDICAL CERTIFICATION AND

body with its identification number: PROGNOSTICATION, LLC
UA.TR.098

Tepmin aii aexaapauii 21.07.2027 p.
Term of validity of the Declaration

ABK Tloaipapm ¢.p.o., mo i yepes cBoro ynoBHOBaKEHOro NpeACcTABHAKA HA TePHTOPIl
Ykpaiun TOB «PEKKITT BEHKI3EP Ykpaina» 3riano aosipenocti Bin 13 rpyans 2021
PORY, IeR/I1apY€ BHKOHAHHS OCHOBHHX BHMOT /10 BHPOOIB, 3a3Ha4eHuX BHIIe, 3riano JoaaTky
1 Texuniunoro per;iaMenTy moao Mexnunnx Bupodis, 3areprkenoro Iocranosoio Kadinery
Minictpis Ykpainn Ne753 Bix 2 skosrus 2013 poxy. Jleknapanis crBopena Bix iMeni Ta nia
BiANOBiAIBLHICTL BHPOOHHKA.

AVK Polypharm s.r.o., acting through its authorized representative on the territory of Ukraine “RECKITT
BENCKISER UKRAINE" LLC according to the power of attorney dated December 13, 2021, declares that
abovementioned devices compliesy with the requirements set forth in Annex 1 of technical regulation
on medical devices, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on October 2nd,
2013. Technical documentation proving conformity is kept at manufacturer’s and authorized
representative’s premises. The declaration is created on behalf of and under the responsibility of the
manufacturer.

Hara/ Data: 22.07.2022

Micue Buaaui: m. Knie, Ykpaina
Place of issue: Kyiv, Ukraine

Junpextop Sluenko Aunartoaiii
TOB «PEKKITT BEHKI3EP YKPA BikToposnu
Director

Anatolii latsenko
"RECKITT BANKIZER UKRAINE" LL

[ Jesaapauin upo slanosiadern No 001 Bepelu: 01 o 22,07.2022 Cropika 21 3

Nor200 Page 20f 3

Declaration of conformity No.O0 | Version 01 e




Jexaapauis npo sianosianicrs Ne J1-007, sepeis 01
Declaration of Conformity Ne JI-007, version 01

Jonarok 1
Annex |

Mepenik meamunnx Bupodis na ykpaincnkiii Moi:
List of medical devices on Ukrainian language:

THTHMHHIT renb-3ma3ka Contex® Wave, 30 ma ta 100 ma

IHTHMHHIT reab-3maska Contex® Romantic, 30 M ta 100 ma

Fall Bl o o

[HTHMHKIT renb-3ma3ka Contex® Strong, 100 M

IHTHMHHMIT renb-3maska Contex® Long Love, 100 ma

Hara/ Data: 22.07.2022

Micue Bnaaui: m. Kuis, Ykpaina
Place of issue: Kyiv, Ukraine

JupexTop : .

: Sluenxko Auaroaniii
TOB «PEKKITT BEHKI3EP YKPA Biscraponis
Director

Anatolii latsenko

Jesanpauis npo sianosiauicr. Ne 001
Declaration of conformity No.0O]

Bepein: 01
Version 01

Mg 22,07.2022 Cropinka 3 3
Date: 22,07.2022 Page 3ol'}
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 Hedt ceprudinar sacsizuye, mo DPoayRis:
- Dovssuid resd-avasen Contex®

 Kaac Ia

Bianosinae susoray: Texmivmore PEITIaMenTy Woao Megnunns pupodin, sarsepiok
KaGimery Minicrpins Vepalum piz 02.10.2013 N 753 «llpo sarsepsoxenns Texaivmorc
- memausux supodiey (lonarox 6) |

Bupobuux: ABK Honidapy e.p.o.

~ Micue supobunurea: Cas

 ¥YoospuoBuxeHul UPEACTABHHE B ¥Yrp
(@PEKRKITT BEHKIZEP YKPATHA», np
 Yrpaina, xox sa €JIPHIOY 33696041

Adoaarxosa indopmanisn: xowrpons sinnosianoc
OO METHHHEN BUPOGIE HCHIOOTLOS TITHXOM HPOBEASHH HePIOMHMEOro HAFIIANIA ATTHO HPOTDaM
-~ Ceprugixar pugawo: Oprawom 3 ceprudixauil (ouinkn sianosinsoct) TOB «VKPAIHCBKMI LEHTP |
COAAE T LT , e TN T e o ' o G RS 2
- MEJIUHOL CEPTHOIKALIT TA [TPOTHOIVBAHHS, sy Canepuo-Caolinenxa, 6. 10, o, 1, s Kuie,
: %Y TIEm e . o, X A & : i L o " s
{}f’ 028, Vxpatua, arecrar npo axpegnranio 8 HAAV: NelO213, momep npusnasenoro OOR; UATR.O98, ma
- THACTABL PUUCHEY M0N0 pesyisraris cepruivanil sin 22.07.2022 p. Ne0394-218:2022, PRUEHNS WOK0
 BHECEHHS il Big 30.07 2022 p. Ne(394-218:2022
BupoSuug 20808 asant §i~i(§3(§p&x’£'§*‘82‘il‘li opran 3 owinky sianoslanors opo Gyap-skai enill HAMID ICTOTHIN SMIH TO SATREPKEHOTO
- BROGKTY MRIBMHOTO BHPODY, MKL MOOKYTh BRANHVTH HA BIDOBIANICTE OCHORMIM BHMOTANM Honerxs 1w Hooarka 6 g0 Texdiunore

| PUCTRMUHTY HOAQ MR BRPOGiB, V RHNAIKY NORYINSHIT VMO, 58 505X SVI0 BIlauc cepTHGIKAT, 0prag 3 owHKR BiAneRIHoc |
| MaE fpase npwavaRReTy aho eeprudicars ado anvmonary ceprihingg S :

¥

Tosapucrso 3 ofmexenoio Bignosinassuicro
«YKPATHCHKWI HEHTP MEJHUYHOT
CEPTU®IKALIL TA IIPOTHO3YBAHHS
(TOB «YIIMCII»)

‘}A.TR«&@& N \ N S

Abennit go 21 aoman 2027 p.

AHOBOIY
MCHTY HIONG |

Inapwinexa 901/5, Hose Mecro, 110 06 Hpara 1, Yecnra Peenybaixa
AVK Polypharm s.ro.

JindFi¥ska 901/8, Nové Misto, 110 00 Praha 1, Czech Republic

e, a.s.

T95/7, 638 00 Brno, Czech Republic

7, 638 00 Bpro, Hecnra PecnyGaixa

olni Herdpice, 619 00 Brno, Czech Republic

aui leprinine 619 60 Bpuo, Yeebia Pecayiixa
1CTRO 3 OBMEXKEHOIO BUHIOBLIAJTBHICTIO |

amngepn, Oy 28-A, air. I, odic B0, m, Kuis, 04073,

oayit sumoram Mogarka 6 Texulunoro pernaventy

3apecerponanuit v Pecerpi Ay
OOB TOB «VIIMCII» :

MO
Ha saminy cepridicara slanesisnoct, ruganoro 23.07.2022 PoYR
Depamny owimss siguosiygostl -~ 22.07.2022 o S

e

N
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Tepuin ppanarmeesd rapaarosamdl supofaneos,
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Local Pack Copy

1. Project Detalls {fo be entered by marketing}

1 Master Pack Copy

Local Pack Copy

Contex AW tocalization

Contex® Long Love Gel

85233 Long Love Gel

Slegve 100 md

{ikrainian

2. LPC detaills {io be entered by local marketing)
Leavs this saction blank for a MPC

Ukraine

¥ Note: 4 single LPC can only be used for multiple morkets Iif the informaotion provided on pock is identicod {including
ionguogel for ofl morkets.

3. Population and Review

This section details each member of the cross-functional team responsible for populating this document
and reviewing the content.

Marketing *

Regulatory *

Legal {including
patants and
trademarks) *
wedical *

R&ED * {(MPC)
Consumer Safety *

* Mandalory input reguired — whers a MPBC Is not required, RED should review the LBC as per thelr
responsibiiities Hsted against the MPC

Page 1 of 5
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Rev

History

For each revision of this document, add a new line and provide a short overview of the changes made.

Development LAW for Ukrainian market under MD

1602 2022

Unless stated, guidance relates to population of MPC documents.
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4. PACKAGING COMPONENT TEXT

Copy/paste the following table for all packaging components contained within this document

Select packaging component type | Sleeve

Language (if not English): | Ukrainian

insert copy below Poszition on pack
Front of Pack
Long Love
IHTUMHWM TENb-3MA3KA
3 OXO/IOQXKYIOHYUM EPEKTOM
100 ml (mn) e
NOBEPHYTW O/1A BIOAKPUTTA LCenter of Pack {How to open

information)

Back of Pack

IHTUMHUIA renb-3maska Contex Long Love 100 ml (mn) 3 oxonoaxyrouum
edekrom. MiCTUTb MEHTO, L0 [AE BiAYYTTA OXONOAKEHHSA. 3aCTOCOBYETLCA
ON1A BMEHLLEHHA CYXOCTi Ta AUCKOMPOPTY Nij, Yac CTaTEBOro aKTy Npu
HeA0CTaTHbOMY 3BOJIOXKEHHI MiXBU, LLO CNPUAE A0AaTKOBOMY KOMOPTY Ta
3a40B0JIeHHI0. MOXHa 3aCTOCOBYBaTH AJ/1A BariHa/IbHOTO Ta aHA/IbHOTO CEKCy.
BuroTtosneHuit Ha BOAHI ocHoBi. He micTuTb cnupTy. CymicHuid 3
npesepsBaTMBamMM, BUTOTOB/IEHMMM 3 HAaTYpaibHOro naTeKkcy. [Jlonomarae
3MEHLWUTU TepTA. YcyBae CyxicTb MiXBW Ta iHTUMHUIA guckomdopT. CKaaa: Boaa,
rniuepuvH, KapboKCUMETUALLENI0N03a, Kapbomep, MEHTO, HaTpIlo rigpoKcua,
nponineHraikonb, metuanapaber, nponinnapabeH, apomaTusaTop.
Ingredients: Aqua, Glycerin, Cellulose Gum, Carbomer, Menthol, Sodium
Hydroxide, Propylene Glycol, Methylparaben, Propylparaben, Aroma.
IHCTPYKLUiA i3 3acTocyBaHHA IHTUMHOrO resto-3masku Contex Long Love.
Cnoci6 3acrocyBaHHA: BigKputu PprakoH Kpyrosum pyxom 3a nepdopaliieto y
HanpAMKY cTpisIoK. Cnig, HAHOCUTH resib Yy HeobXiZHIM KinbKoCTi A0 Ta nig, Yac
cTaTesoro akty. O6epexxHO BUAABUTU HEBE/IMKY KiZIbKICTb resito Ha CTaTeBUi
Y/ieH Yu 3 30BHILUHbLOI CTOPOHU OAATHYTOrO Npe3epBaTUBY, Nixsy abo aHaIbHUIA
oTBip. Micasa cTaTeBoro akTy 6a)KaHO 3MUTU IHTUMHWIA re/ib-3MasKy Ternsiok
804010. 3axoau 6e3neKku Ta moxauBi No6iuHi epeKkTU: YHUKATU NOTPaNAsHHA
8 Oui. BUKOpUCTOBYBaTH TiZIbKKU 32 NpU3HaYeHHAM! He € KOHTpauenTusom.
MNepeps, BUKOpUCTAHHAM NPOKOHCYNbLTYATECA 3 likapeM. He HaHOCUMTU Ha
YLWKOAMKEHY LKipy. He BUKOPMCTOBYBATU AKLLO YNAKOBKA NMOWKOAMKeHa. He
BUKOPUCTOBYBATU NPU NiABULLEHIA YYTAUBOCTI 40 ByAb-AKOro 3 iHrpesieHTis

Page 3 of 5
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NPOoAYKTY. 3aCTOCOBYBATH Y BiANOBIAHOCTI A0 iHCTPYKLi. Y BUNagKy HebamaHUX
ABWLY, NMiCNA NPOKOBTYBAHHA NPOAYKTY, HEOOXiLHO 3BEPHYTUCA 32 MELUYHOK
[O0NOMOroI0 Ta HaaTH YNakoBKy abo eTUKeTKY NpPoAayKTy. He 3acTocoByBaTtH
nicns 3aKiHYeHHA CTPOKY NPUAATHOCTI, 3a3Ha4€HOro Ha Wei Ty6u. Y sBunagKy
BUHUKHEHHA HebarKaHMX NobiuHUX edeKTiB HeobxiaHa HeraHa KOHCybTaLis
Nikaps. 36epiratn npu Temnepatypi Big, +8 °C o +30 °C, y HegocTynHomy Anis
AiTel Micuji, 3aXULLEHOMY Big, NPAMMUX COHAYHUX NPOMeHiB. CTPOK NpUAATHOCTI
3 poKu. [laTa 3aKiHYeHHSA CTPOKY NPUAATHOCTI (PppPMM) Ta Homep cepii
BKa3aHi Ha HU}KHIil CTOPOHI ynakoBsKW. [laTa BUroTOB/IEHHA: 32 3 POKU 4,0 [aTH,
fIKa BKa3aHa Ha HWXKHI CTOPOHI yNnaKoBKM.

BupobHuk: AVK Polypharm s.r.o., Jindfisska 901/5, Nové Mésto, 110 00
Praha 1, Czech Republic /ABK Monidapm c.p.o./IHapxiwcka 901/5, Hose
Mecto, 110 00 MNpara 1, Yecbka Pecnybika Ha 3aBogi Cosmonde, a.s.,
Dusikova 795/7, 638 00 Brno, Czech Republic/KocmoHpge,a.c., [lycikosa 795/7,
638 00 BpHo, YecbKa Pecnybika.

YnoBHoBaXeHHii npeacTasHUK B YKpaiHi: TOB «PEKKITT BEHKI3EP YKPATHA»,
npocn. CtenaHa BaHgepw, 6ya. 28-A, nit. I, odic 80, m. Kuis, 04073, YkpaiHa,
Ten. +38 044 390 50 41. TenedoH rapaqoi niHii: 0 800 300 338. [3BiHKK no
YKpaiHi 6e3KolToBHI. EnekTpoHHa agpeca: contact_ua@rb.com.

[aTa ocTaHHLOro neperasgy iIHCTPYKLII i3 3acTocyBaHHA: H1.{

MD

HEGHQS

38°C

8°C

100 ml (mn) e

Indicate where the text should appear on the component. Add a new row above for each additional location (eg.
front, back, side) ensuring all text is included for each location). Include specific instructions for all font/type sizes
(including minimum)

Page 4 of 5
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MEGR QO 2

Provide any additional instructions/comments that are relevant to the pack copy document. Also include any
comments that must be communicated to the artwork house. If none, then state ‘No additional comment’.
Where an annotated artwork document has been used as the basis for the LPC, include details here.

Note that an artwork must NOT be used in place of the LPC/MPC document.

5. For LPC documents: Is there any local adjustment of this document to the Master pack copy for this
product?

[ Yes X No If you have answered Yes you must complete and arrange functional sign-off of
‘Appendix | Health LPC Acceptable Local Adjustment form’ (the last page of this
document). If you have answered No, the Appendix can be deleted before routing the

LPC for approval.

Template version control — for document owner use only

September Natalie

2018 Ingledew New pack copy template created.

1.0
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