REGULATIONS AMENDING THE FERTILIZERS REGULATIONS

AMENDMENT

Amendments

Objective

The objectives of the regulatory amendments are to

update product definitions and the compositional criteria of primary
materials to bring them up to date with current science, industry trends and
international standards;

use incorporation by reference to enable regular updates to the List of
Materials as new information comes to light;

clarify the general exemptions from all provisions of the Fertilizers Act and
the Regulations to facilitate the import of products intended for export or
manufacturing purposes;

introduce a risk-based approach to support innovation and expedite time to
market for safe fertilizers and supplements, while maintaining high product
safety standards. Align regulatory intervention and oversight with the
potential health and safety risks associated with the product and its use
(revised exemptions from registration);

reduce regulatory and administrative burden on regulated parties by
streamlining the registration, re-registration and registration amendment
process; and

modernize labelling requirements to allow more flexibility and limit the
mandatory label information. Health and safety information will have to

appear in both official languages.

Description

The Regulations will be amended as follows.

Definitions/terminology



Certain product definitions will be amended, added or repealed to align them with
current science, industry trends, international standards and to support the revised
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exemption scheme. For example, the definitions for “micronutrient,” “secondary
nutrient” and “active ingredient” will be added, whereas the definitions for “lesser
plant nutrient” and “specialty fertilizer” will be removed. There are other
concepts, such as microbial consortia and inert ingredients, which will be
incorporated into the Regulations.

General exemptions from the fertilizer framework

The Regulations will also be amended to clarify that the exemption from all
provisions of the Fertilizers Act and the Regulations includes both products
manufactured in Canada and those imported for export or manufacture. The
amendments will also remove the exemption for fertilizers imported for personal
use. Importation of fertilizers for experimental/research purposes will still be
allowed as long as the product is not sold and all the plant material is safely
disposed of so that it does not enter the food or feed chains. In addition, the
Regulations will also be amended to clarify that the exemption for export from all
provisions of the Fertilizers Act applies, except section 5.5, which allows for the
issuance of an export certificate or other documentation to facilitate the export of
any fertilizer or supplement on request of the applicant.

Exemption from registration/pre-market assessments

The List of Materials that are exempt from registration (Schedule I1) will be
expanded, and the material definitions and compositional criteria referenced
therein will be amended to reflect current science, modern product types,
technologies and manufacturing processes. Subsequently, the List of Materials
will be incorporated by reference and will contain the terms and definitions for
primary fertilizer and supplement materials that will continue to be exempt from
registration. The current List of Materials in Schedule Il of the Regulations will

be repealed upon completion of the transition period. CFIA has a rigorous and



detailed scientific assessment framework and data requirements that must be met
before a fertilizer or supplement material can be added to the List of Materials or
its compositional criteria can be amended. This framework was developed in
consultation with stakeholders during the technical review of the former Schedule
Il (initiated in 2011 and concluded in 2013). Following the technical review, the
revised List of Materials will be expanded to 104 materials, from 56 previously.
Since 2013, there have been only minor revisions to the list to better align
definitions with Canada’s trading partners.

Other exemptions from registration (for products that will not be included in the
List of Materials) will be amended in accordance with the risk profile of the
fertilizer or supplement. Therefore, fertilizers or supplements that do not contain
substances that are produced by (or derived from) living organisms will continue
to be exempted from registration. However,

« products containing unregistered micronutrients alone or in combination
with other nutrients, such as nitrogen, phosphorus, and potassium,
irrespective of end-use (farm or specialty), will be subject to mandatory
registration;

« the current exemption for specialty fertilizers will be removed (along with
the definition of “specialty fertilizer”) to eliminate inconsistency in how
“like” products are regulated and to align pre-market regulatory oversight
with the risk profile of the product and potential exposure; and

. waste-derived materials used in fertilizers and supplements (including pH
adjusters), other than those that appear on the List of Materials (previously
Schedule 1), will require registration to verify compliance with safety
standards prior to reaching the marketplace.

Registration
The former Regulations require that all registration amendments go through the

review process by CFIA before the changes to the labels are made. These range



from simple formatting changes, to adding new use patterns or altering the
composition of the product. The distinction between what constitutes a major vs.
minor amendment to product registrations is set out in the Canadian Food
Inspection Agency Fees Notice (CFIA Fees Notice) rather than the

former Fertilizers Regulations. The amended Regulations will require amending
the registration(s) only if the change affects the product’s identity as a fertilizer or
supplement, its safety or safe use.

Labelling and record-keeping requirements

The prescriptive labelling requirements that do not directly impact the identity of
the product as a fertilizer or supplement, its safety or use will be repealed. In
addition, where the Regulations require certain information to appear on the label
of a fertilizer or supplement, the information will now be required in both official
languages. This change is being made to meet the Official Languages

Act requirement that information related to safety needs to be in both official
languages.

These amendments will also make changes to the labelling requirements for
growing media and seeds that contain or are treated with a registered or exempt
fertilizer or supplement. The labels for these products do not have to include the
directions of use, but must identify the registration number of the fertilizer and
supplement product included in the mixture. In addition, the use pattern of the
growing medium or seed has to be consistent with those of the registered or
exempt fertilizer or supplement. For example, a micronutrient fertilizer that is
registered for use on turf only cannot be applied to seeds of food crops.

Some stakeholders raised concerns during early consultations regarding the
release of confidential proprietary information on product labels. In response to
these concerns, the amendments will provide two options to achieve compliance
with the Regulations: through labelling or record keeping. These options will only

be available for those products that are mixtures of fertilizers and/or supplements
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that are either registered for that purpose or otherwise exempted under
paragraph 3.1(1)(d) and 3.1(2)(b) of the Regulations. The record-keeping option
will not be applicable to seed or growing media containing fertilizers and
supplements.
Option 1
Under this option, the label of exempt mixtures would include a listing of the
ingredients that qualify the product for exemption from registration. Specifically,
. the registration number of any registered product incorporated into the final
mixture;
. the term for each component of the fertilizer or supplement if the ingredient
Is on the List of Materials; and
« any other information necessary to show that the product meets an
exemption under the Regulations and complies with the safety
requirements.
Option 2
Under this option, producers of exempt products, who do not wish to disclose the
ingredients on the label, will be required to prepare and keep records for a rolling
period of five years from the last point of import or packaging, and to inform the
CFIA of the place where the record is located. The information contained in these
records will need to substantiate the eligibility of the product for the exemption,
and the overall compliance with the safety and labelling standards in the
Regulations. The information in the records will need to contain the same
information as would be required on the label on each exempt mixture. Upon a
request from CFIA officials, product proponents will be required to produce these
records and provide them to CFIA in a format and timeframe specified by CFIA
officials.
The package label will also need to include a statement that the fertilizers or

supplements in the mixture are registered or are exempt from registration.



Registration application form, Declaration of Resident Canadian Agent form,
and registration period

Rather than the prescriptive paper-based format for submitting registration
applications (Schedule 111 of the former Regulations), the amendments will
provide for a more flexible format that will support electronic processing of
registration submissions in the future. Repealing this prescriptive application
form will provide industry with greater flexibility, reduce costs and lessen
administrative burden. In the amended Regulations, the requirement to submit
information for registration will be outcome based (i.e. the information will have
to be sufficient to support the identity of the product as a fertilizer or supplement
and to substantiate its safety). The format, however, will be at the discretion of
the applicant, as long as it meets the objective specified in the amended
Regulations. Guidance materials will be made available to assist applicants and
prospective registrants in fulfilling this obligation. Similarly, the Declaration of
Resident Canadian Agent form (Schedule IV) will be repealed. With these
changes, the amended Regulations will no longer contain any schedules.

The amendments will also extend the validity of the registration period from three
to five years. This will result in fewer, less frequent re-registrations, thereby
lowering administrative and compliance burden on regulated parties.
Fertilizer-pesticides and supplement-pesticides

All fertilizers and supplements that are, or contain pesticides, will continue to
need to comply with the provisions of the Pest Control Products Act with respect
to human, animal or plant health, or the environment. CFIA will require that
product proponents provide proof of this compliance prior to registration under
the Fertilizers Regulations. In addition, the reference to the Compendium of
Fertilizer-Use Pesticides will be repealed, since its use has become highly limited.

Additional non-regulatory changes



CFIA has been continuously modernizing its Fertilizer Program policies and
requirements. This regulatory initiative represents an opportunity for CFIA to
make additional, more progressive changes to the program’s administration,
including a further shift towards risk-based approaches.

To maximize the benefits of the regulatory amendments, CFIA will also make
policy adjustments and administrative refinements of a non-regulatory nature to
streamline the product registration process and reduce burden on regulated
parties. A fundamental component of these non-regulatory changes is the

implementation of a risk-based tiered registration process.



Ban dich tham khao
QUY PINH SUA POI QUY PINH VE PHAN BON
SUA PO1
Muc tiéu
Muc tiéu ctia céc sira ddi quy dinh 1a dé

* cap nhat cac dinh nghia san phém va cac ti€u chi thanh phﬁn cua vat liéu
chinh dé cap nhat chung v6i khoa hoc hién tai, xu hudéng cong nghiép va tiéu
chuan qudc té;

« stir dung két hop bang cach tham chiéu dé cho phép cdp nhit thuong
xuyén Danh séch tai li¢u khi thong tin méi duoc dua ra;

« 1am 6 cac mién trir chung d6i véi tat ca cac quy dinh ctia Pao ludt Phdn
bon va cac Quy dinh nhim tao diéu kién thuan loi cho viéc nhap khau cac san
phém danh cho muc dich xuét khau hodc san xuét;

* gi61 thi€éu cach tiép can dua trén rui ro dé hd trg doi moi va déy nhanh
thoi gian dé dua ra thi truong phan bén va chét bo sung an toan, dong thoi duy tri
cac tiéu chuan an toan san pham cao. Piéu chinh sy can thiép va giam sat theo
quy dinh v6i nhitng rai ro tiém an vé stc khoe va an toan lién quan dén san pham
va viéc str dung san pham (da sira d6i cac truong hop mién dang ky);

« giam ganh ning vé quan 1y va hanh chinh cho cac bén duoc quy dinh
bang cach hop 1y hoa quy trinh diang ky, dang ky lai va stra d6i dang ky; va

« hién dai hoa cac yéu cau ghi nhan dé cho phép linh hoat hon va han ché
thong tin nhan bat budc. Thong tin vé strc khde va an toan sé phai xuat hién bang
ca hai ngdn ngilr chinh thitrc.

Mo ta

Quy dinh nay s& dugc sira d6i nhu sau.

Dinh nghia / thuat ngir

Mot sb dinh nghia san pham nhat dinh s& dugc stra d6i, bo sung hodc bai bo dé

phu hop vo1 khoa hoc, xu hudéng nganh, ti€u chuan quoc t€ hi¢n tai va dé ho trg
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chuong trinh mién trir sira ddi. Vi du: cac dinh nghia cho “vi chit dinh dudng”,
“chat dinh dudng tht cap” va “thanh phan hoat chat” s& dugc thém vao, trong khi
cac dinh nghia cho “chét dinh dudng thyc vat it hon” va “phan bon dic biét” s€ bi
loai bé. C6 nhitng khai ni¢m khac, chéng han nhu su lién két cua vi sinh vat va
cac thanh phﬁn tro, s€ dugc dua vao Quy dinh.
Mién trir chung trong khuén kho phéan bén
Cac Quy dinh ciing s& duoc stra d6i dé lam rd rang viéc mién trir tit ca cic quy
dinh cta Pao ludt Phdn bén va Quy dinh bao gdm ca cac san pham duoc san xuat
tai Canada va nhiing san pham nhap khau dé xuat khau hoic san xuat. Cac sta
doi cling s€ loai bd viéc mién trir d6i véi phan bon nhap khau dé st dung cho muc
dich ca nhan. Van duoc phép nhap khau phan bon cho muc dich thi nghiém /
nghién ctru mién 13 san phém khong duoc ban va tat ca nguyén li¢u thuc vat duoc
xtr 1y an toan dé chiing khéng xam nhdp vao chudi thyc phdm hodc thiic dn chin
nudi. Ngoai ra, cac Quy dinh ciing s& dugc stra doi dé 1am rd rang viéc mién trir
xuét khau d6i véi tit ca cac quy dinh ctia Pao luat Phan bon duoc ap dung, ngoai
trir muc 5.5, cho phép cap gidy ching nhan xuat khau hodc céc tai liéu khac dé
tao thuan loi cho viéc xuat khau bat ky loai phan bon hoac chat bd sung nao. theo
yéu cau ctia ngudi ndp don.
Mién ding Ky / danh gia trudc khi dua ra thi truong

Danh muc Vit liéu dugc mién ding ky (Phu luc IT) s& dugc mo rong va cac
dinh nghia vat li¢u va ti€u chi thanh ph?m duoc dé cap trong do s€ dugc stra doi
dé phan anh khoa hoc hién tai, cac loai san pham hién dai, cong nghé va quy trinh
san xuat. Sau d6, Danh muc Nguyén liéu s& dugc téng hop bang cach tham khao
va s& bao gdm cac thuat ngir va dinh nghia cho phan bon chinh va nguyén liéu bo
sung s& tiép tuc duoc mién dang ky. Danh sach Vat liéu hién tai trong Phu luc II
ctia Quy dinh s& dugc bai bo khi hoan thanh giai doan chuyén tiép. CFIA c6 mot
khung d4nh gia khoa hoc chi tiét va chat ché va cac yéu cau vé dir liéu phai duoc

dap ung trudc khi mot loai phan bon hodc nguyén liéu b sung co thé duoc thém
Y



vao Danh sach Nguyén liéu hodc co thé sira d6i cac tiéu chi thanh phan cta né.
Khung nay duogc phat trién v6i su tham van ciia cac bén lién quan trong qua trinh
danh gia k¥ thut cia Biéu II trude day (khoi xuwong nim 2011 va két thuc vao
nam 2013). Sau khi xem xét k¥ thuat, Danh muc vat li€u stra ddi s& duge mé rong
1én 104 vat liéu, tir 56 vat liéu trude day. Ké tir nam 2013, chi c6 mot s sira d6i
nho trong danh sach dé diéu chinh tot hon cac dinh nghia véi cac d6i tac thuong
mai cua Canada.
Cac truong hop mién ding ky khac (d6i v6i cac san pham khéng co trong
Danh muc nguyén liéu) s& duoc stra doi theo hd so rii ro cia phan bén hodc chat
bd sung. Do d6, phan bén hodc chat bd sung khong chira cac chat duoc san xuat
boi (hoic co nguodn gbe tir) sinh vat sdng s& tiép tuc duoc mién ding ky. Tuy
nhién,
« cac san pham c6 chira vi chit dinh dudng chua ding ky mot minh hodc
két hop véi cac chat dinh dudng khac, chang han nhu nito, phét pho va
kali, bat ké muc dich st dung cudi cung (nong trai hodc dac san), s€ phai
dang ky bat budc;
« viéc mién trir phan bon dic biét hién tai sé duoc x6a bd (cung véi dinh
nghia vé "phan bon dic biét") dé loai bo sy khong nhat quan trong cach cac
san pham "giéng" duoc quy dinh va diéu chinh viéc gidm sat quan 1y trudc
khi dua ra thi trudng voi ho so rai ro ciia san pham va kha niang phoi nhiém
;va
« cac vat lidu co6 nguon gbc tir chat thai duoc st dung trong phan bén va
chét bd sung (bao gdm ca chat diéu chinh do pH), ngoai trir nhitng vt liéu
xuat hién trong Danh muc Vit liéu (trudc day 1a Bang II), s& yéu cau ding
ky dé xac minh viéc tuan thu cac tiéu chuan an toan trudc khi dua ra thi
truong.

Dang ky
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Céac Quy dinh trudc day yéu cau rang tit ca cac stra ddi dang ky phai trai qua qua
trinh ra soat cia CFIA trudc khi cac thay doi dbi voi nhan duoc thyc hién. Nhiing
thay d6i nay bao gém tir nhimng thay ddi dinh dang don gian, dén viéc thém cac
kiéu st dung méi hodc thay ddi thanh phan cua san pham. Su khac biét giita
nhimg gi tao thanh mot chinh vs. sira doi nho ddi véi dang ky san pham dugc néu
trong Théng bdo Phi ciia Co quan Thanh tra Thire pham Canada (Thong bao Phi
CFIA) thay Vi Quy dinh vé Phdn bén trude day. Cac Quy dinh stra doi s& chi yéu
cau stra d6i (cac) dang ky néu thay d6i anh hudng dén danh tinh ctia san pham
nhu mot loai phan béon hoac chat bo sung, tinh an toan hoac sir dung an toan cua
san pham.

Cac yéu cau vé ghi nhin va luu trir ho so

Céac yéu cau ghi nhin theo quy dinh khong anh hudng truc tiép dén danh tinh cta
san phém nhu mot loai phan bon hoac chit bod sung, tinh an toan hodc viéc su
dung ctia san pham sé& bi bai bo. Ngoai ra, khi Quy dinh yéu cau mét sb thong tin
nhét dinh phai xuét hién trén nhan cua mot loai phan bon hoac chit bd sung, thi
thong tin nay s& dugc yéu cau bang ca hai ngon ngit chinh thirc. Thay d6i nay
dang duogc thuc hién dé dap tmg yéu cau cua Pao ludt Ngon ngit Chinh thirc rang
thong tin lién quan dén an toan can phai bang ca hai ngdn ngir chinh thuc.

Nhimng stra d6i ndy ciing sé& thay ddi cac yéu cau ghi nhin doi véi chét trong va
hat gidng c6 chira hodc dugc xir Iy bang phan bon hodc chit bd sung di dang ky
hoic dugc mién trir. Nhin cua cac san phdm nay khoéng phai ghi huéng dan st
dung, nhung phai ghi & s6 dang ky cta san pham phan bén va chat bd sung co
trong hdn hop. Ngoai ra, cach sir dung cua chit trong hodc hat gidng phai phu
hop voéi kiéu sir dung cua loai phan bon hodc chat bo sung di ding ky hoic dugc
mién trir. Vi dy, mot loai phan bon vi luong chi dugc dang ky sir dung trén déng
c6 thi khong thé bon cho hat giéng cay luong thuc.

Mot s6 bén lién quan di néu quan ngai trong qua trinh tham van ban dau vé viéc

cong bd thong tin doc quyén bi mat trén nhan san pham. Dé ddi phé voi nhitng lo
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ngai nay, cac sua doi sé cung cép hai lya chon dé dat duoc sy tuan thu céc Quy
dinh: thong qua ghi nhan hodc luu trit hd so. Nhing Iya chon ndy s& chi c6 san
cho nhitng san pham 13 hdn hop phan bén va / hodc chit bo sung di dugc diang ky
cho muc dich d6 hoic duoc mién trir theo doan 3.1 (1) (d) va 3.1 (2) (b) ciia Quy
dinh. Tuy chon luu trit hd so s& khong ap dung cho hat gidng hodc chit trong co
chtra phan bon va chét bo sung.
Phwong an 1
Theo phuong 4n nay, nhan ciia hdn hop dugce mién trir s& bao gdm danh sach cac
thanh phan du diéu kién dé san pham dugc mién dang ky. Pic biét,

« 50 ding ky cta bat ky san pham di ding ky nao dugc két hop vao hon
hop cubi cung;

« thoi han cho timg thanh phan cta phan bén hodc chat bo sung néu thanh
phén d6 nim trong Danh muc Nguyén li¢u; va

« bat ky thong tin ndo khac can thiét dé chimg minh rang san pham dap tng
duoc su mién trir theo Quy dinh va tuan thu cac yéu cAu an toan.
Phwong an 2

Theo phuong 4n ndy, cic nha san xuat san pham dugc mién thué, nhiing
nguoi khong mudn tiét 10 cac thanh ph?ln trén nhan, s¢ duoc yéu cau chuén bi va
Iuu ho so trong thoi han 5 nam ké tir diém nhap khau hodc dong goi cudi cling va
thong bao cho CFIA cia noi dit ban ghi. Thong tin ¢ trong cac hd so nay s& can
chtng minh tinh du diéu kién cta san pham dé duoc mién trir va sy tuan thu tong
thé ddi v6i cac tiéu chuan vé an toan va ghi nhan trong Quy dinh. Thong tin trong
hd so s& can co cung thong tin dugc yéu cau trén nhin trén mdi hdn hop dugc
mién trir. Theo yéu cau tir cic quan chitc CFIA, nhimg ngudi dé xuét san pham sé&
dugc yéu cau xuat trinh cac ho so ndy va cung cap cho CFIA theo dinh dang va
khung thoi gian do cac quan chirc CFIA quy dinh.
Nhan bao bi ciing s& can phai bao gom tuyén bd rang cac loai phan bén hoic chat

bd sung trong hdn hop d duoc ding ky hoidc duge mién dang ky.
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Don ding ky, biéu mdu Tuyén bo ciia Pai ly Canada thwong trii va thoi gian
ding ky

Thay vi dinh dang dua trén gidy quy dinh dé nop don dang ky (Phu luc III cua
Quy dinh cii), cac sura doi & cung cép mot dinh dang linh hoat hon s& ho trg xur Iy
dién tr cac don dang ky trong tuong lai. Viéc bai bé mau don ding ky theo quy
dinh nay s& cung cip cho nganh cong nghiép su linh hoat hon, giam chi phi va
giam b6t ganh ning hanh chinh. Trong cac Quy dinh sira d6i, yéu cau giri thong
tin dé ding ky s& dua trén két qua (tic 1a thong tin s& phai du dé hd trg nhan dang
ctia san pham nhu mot loai phan bon hodc chat bo sung va dé chiig minh tinh an
toan ctia san pham). Tuy nhién, dinh dang s& do ngudi ndp don quyét dinh, mién
13 n6 dap ung muc tiéu duoc quy dinh trong Quy ché stra doi. Tai liéu huéng dan
s& dugc cung cap dé hd tro nhitng ngudi dang ky va nhiing nguoi dang ky tiém
nang trong viéc thyc hién nghia vu nay. Tuong tu, biéu mau Tuyén bd vé Pai ly
Canada thuong trii (Biéu IV) sé& bi bai bo. Véi nhiing thay dbi nay, cac Quy dinh
stra doi s& khong con bat ky lich trinh nao nira.

Céc stra doi cling s& kéo dai hiéu luc cua thoi han dang ky tir ba dén nam nam.
Piéu nay s& dan dén viéc dang ky lai it hon, thuong xuyén hon, do d6 giam ganh
nang hanh chinh va tuan thu cho cac bén dugc quy dinh.

Phan bon-thudc triv sdu va thudc triv sdu bé sung

Tat ca cac loai phan boén va chit bo sung, hodc c6 chura thudc trir sau, sé tiép tuc
can tuan thi cac quy dinh cta Pao ludt San pham Kiém sodt Dich hai lién quan
dén stc khoe con nguoi, dong vat hodc thuc vat hodc méi truong. CFIA s€ yéu
cau nhitng ngudi dé xuit san pham cung cdp bang chimg vé su tuan thu nay trudc
khi dang ky theo Quy dinh vé Phdn bén. Ngoai ra, viéc tham chiéu dén Ban quy
dinh vé Thudc bao vé thuc vat st dung trong phan bén s€ bi bai bd, vi viéc st
dung n6 da tré nén han ché.

Cdc thay doi bé sung ngoai quy dinh
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CFIA di va dang lién tuc hién dai hoéa cac chinh sach va yéu cau cua Chuong
trinh Phan bon. Sang kién quy dinh nay tao co hdi cho CFIA thuc hién nhiing
thay d6i bd sung, tién bo hon ddi véi viéc quan 1y chuong trinh, bao gdm ca su
thay d6i tiép theo ddi véi cac phuong phap tiép can dua trén rui ro.

Dé tdi da hoa loi ich cua cac sira doi quy dinh, CFIA cling s€ thuc hi¢n cac diéu
chinh chinh sach va cai tién hanh chinh c6 tinh chat phi quy dinh dé hop 1y hoa
quy trinh dang ky san pham va giam ganh ning cho cac bén dugc quy dinh.
Thanh phan co ban cta nhitng thay d6i khong theo quy dinh nay 1a viéc thuc hién
quy trinh dang ky theo cp do rui ro.
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