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1.
Introduction

Two notifications on PeCB from Canada and Japan have been verified by the Secretariat as containing the information requirements of Annex I of the Rotterdam Convention. These two notifications underwent a preliminary review by the Secretariat and Bureau, who evaluated whether or not the notifications appeared to meet the requirements of the Convention. The notifications, supporting documentation and results of the preliminary review were made available to the Chemical Review Committee for their consideration (documents UNEP/FAO/RC/CRC.7/9, CRC.7/9 Add. 1 and CRC.7/9 Add. 2).

The purpose of this report is to present the Task Group’s analysis of the notifications and supporting documentation and to put forward recommendations for the consideration of the Committee.

The report contains an overall analysis, along with a recommendation to the Committee. The report draws its conclusions based on the information provided in the notifications of the two Parties, and an analysis of the compatibility of each notification with the requirements of Annex I and the criteria of Annex II.

2.
Analysis of the notification from Canada
2.1 Scope of the notified regulatory action

The notified regulatory action relates to PeCB and its use as an industrial chemical. The decision made was to severely restrict the use of PeCB. The regulatory action prohibits the manufacture, use, sale, offer for sale or import of PeCB with the exception of any use of PeCB with any chlorobiphenyls that have the molecular formula C12H10-nCln in which "n" is greater than 2.
The notification was found to comply with the information requirements of Annex I. 

The following table and analysis sets out how the notification from Canada meets the criteria of Annex II.

	Criteria
	Canada

	(a)
	Met

	(b)**
	Met

	(b)(i)
	Met

	(b)(ii)
	Met

	(b)(iii)
	Met

	(c)**
	Met

	(c)(i)
	Met

	(c)(ii)
	Met

	(c)(iii)
	Met

	(c)(iv)
	Met

	(d)
	Met


2.2 Compatibility with the criteria of Annex II (a)
The task group confirms that the regulatory action was taken to protect the environment.
Before the regulatory action, PeCB has been used in Canada in combination with polychlorinated biphenyls (PCBs) in dielectric fluids, especially before the 1980ies when regulations prohibiting new uses of PCBs came into force. In 1991, it was estimated that up to approximately 200 000 kg of PeCB are present in dielectric fluids currently in use. During the first 6 months of 1992, small amounts (40kg) of PeCB have been imported into Canada for maintainance of transformers. PeCB has also been used in small amounts as a laboratory reagent [CRC.7/9/Add.1: document No. 2, p. 4]. PeCB has been found to be present in products as impurities or is unintentionally produced through waste incineration, but the regulatory action does not apply to products that incidentially contain PeCB. PeCB may be released into the environment through accidential spillage of industrial chemicals, including dielectric fluids containing PCBs, waste incineration, deposition after long-range transport, the use of pentachloronitrobenzene (the pesticide quintozene, according to UNEP/POPS/POPRC.6/INF/21) or through waste streams of a range of industrial production sites, especially chemical plants and iron and steel mills [CRC.7/9/Add.1: document No. 2, p. 5-6; 3, p.4-5].
The notification describes the specific risks: PeCB is considered to be persistent in soil, sediment and in air, bioaccumulative and toxic according to the criteria stipulated in the Canadian Environmental Protection Act (CEPA) 1999. Additionally, PeCB is subject to atmospheric transport from its sources to remote areas.
PeCB was found to be entering the environment in a quantity or concentration or under conditions that had or may possibly have had an immediate or long-term harmful effect on the environment (especially on sediment-dwelling benthic organisms) or its biological diversity and that PeCB is considered "toxic", as defined in Paragraph 64(a) of CEPA 1999.

Therefore the Canadian federal government proposed that PeCB be subjected to the virtual elimination provisions of CEPA 1999. The prohibition on manufacture, use, sale, offer for sale, or import of PeCB (except for the use in liquid for transformer maintainance with some chlorobiphenyls as specified in section 2.3.2 of the notification) is expected to work toward the objective of virtual elimination [document UNEP/FAO/RC/CRC.7/9: Canadian notification, chapters 2.3.2 and 2.4.2, UNEP/FAO/RC/CRC.7/9/Add.1: document No. (2), page 4].
The task group agreed that criterion a is met.

2.3 Compatibility with the criteria of Annex II (b)

i) Data had been generated according to scientifically recognized methods

ii) Data reviews have been performed and documented according to generally recognized scientific principles and procedures.

Prior to the regulatory action, Canada undertook a first assessment of PeCB (CRC.7/9/Add.1: document No. 2, published in 1993) to clarify whether PeCB is entering the Canadian environment in quantities or under conditions that may be harmful to the environment or constitute a danger for human health and thus, meets the definition of “toxic” under Paragraph 11 (a) of the CEPA.
This first assessment report was based on original data relevant to the assessment of risks to health associated with exposure to the chlorinated benzenes. These data were reviewed from 1984-1987 by staff of Health Canada in the preparation of a draft IPCS Environmental Health Criteria Document (EHC). This assessment had been updated and expanded to emphasize data most relevant to the assessment of the risks associated with exposure to PeCB in the general environment in Canada [CRC.7/9/Add.1: document No. 2, p. 1].
Information considered relevant to the assessment of whether PeCB is “toxic” to the environment was identified from on-line searches in scientific literature databases completed in November 1990 (ASFA, BIOSIS, CAB Abstracts, Chemical Abstracts, CESARS, CIS, ENVIROLINE, Hazardous Substances, and IRPTC). A summary of information on the environmental toxicity, fate and levels of PeCB in the Canadian environment, was also consulted in the preparation of this report. 
The report (CRC.7/9/Add.1: document No. 2) summarizes information on identity, properties, production and use of PeCB, as well as releases into the environment, environmental fate of the substance, concentrations found in the environment, as well as effects of PeCB in vitro and in animal experiments, especially effects on acute and chronic toxicity in aquatic organisms. 
After the CEPA has been revised in 1999, a second assessment was undertaken to determine whether accumulations of PeCB in aquatic sediments or soils would harm exposed benthic or soil-dwelling organisms in Canada. Concentrations of PeCB were determined in sediments near point sources (i.e., outfalls from sewage treatment plants and textile manufacturing plants) in Atlantic Canada. Laboratory studies included toxicity testing to determine effects of exposure to sediments from point source locations. A literature search for new data on PeCB was performed in 1995 and repeated in 1999. The National Pollutant Release Inventory (NPRI) and Accelerated Reduction/Elimination of Toxics databases supported by Environment Canada were also reviewed. The follow-up report based on this assessment (CRC.7/9/Add.1: document No. 3) concludes that PeCB is persistent in soil, sediment and in air, that concentrations of PeCB in Canadian soil are unlikely to be causing harm to populations of soil-dwelling organisms, but that PeCB  was found to be entering the environment in a quantity or concentration or under conditions that had or may have had an immediate or long-term harmful effect on the environment or its biological diversity and that PeCB is considered "toxic", as defined under Paragraph 64(a) of CEPA 1999. 
Both reports cite many references, more than half of which have been published in peer-reviewed scientific journals. They provide a summary and table of contents, explain the scientific methods used for generating and reviewing the data, but also the possible limitations and uncertainties with regard to the issue to be clarified. Although the reports themselves were not published in peer-reviewed journals, they have been reviewed by scientific staff of Canadian authorities.
The Task Group concludes that the data on which the first report (CRC.7/9/Add.1: document No. 2) as well as the follow-up report (CRC.7/9/Add.1: document No. 3) rely upon have been generated according to scientifically recognised methods, and that the data reviews as reflected in the reports have been performed according to generally recognised scientific principles and procedures.
iii) Final regulatory action was based on a risk evaluation involving prevailing conditions within the Party taking the action

PeCB appeared on the first Canadian Priority Substances List (PSL1) in 1989. PSL1 substances were assessed to determine whether these substances should be considered “toxic” as defined under the Canadian Environmental Protection Act (CEPA). It was concluded in the CEPA Priority substances list assessment report in 1993 (2) that PeCB was not “toxic” under Paragraphs 11(b) or 11(c) of CEPA. However, there was insufficient information to conclude whether it could have immediate or long-term harmful effects on the environment. Concentration data for PeCB in freshwater and marine sediments and soil environments were lacking. Corresponding data reporting effects on benthic and soil-dwelling organisms were also needed to complete this assessment [CRC.7/9/Add.1: document No. 2, page 17, 1993].

Subsequent to the completion of the PSL1 assessments, a revised CEPA (CEPA 1999) came into effect. In CEPA 1999, the definition of “toxic” has been expanded to include effects on biodiversity. Research studies to address data gaps for PeCB and other substances were funded, and emphasis was placed on studies that examined effects on benthic organisms exposed to a group of chlorobenzenes which includes PeCB. Additionally, recent literature was reviewed for new data on concentrations in sediment and soil for PeCB and other chlorobenzenes, and for information on the effects on organisms. The follow-up report of this refined assessment was published in 2003 (CRC.7/9/Add.1: document No. 3). 
Both reports from 1993 and 2003 contain a risk evaluation for PeCB that takes into account prevailing conditions in Canada. The 2003 report, on which the regulatory action was based, evaluates the risks for sediment- and soil-dwelling organisms by comparing exposure data (reported PeCB concentrations observed in Canadian soils and sediments) to hazard data (information on toxicity for these groups of organisms).
Exposure of the Canadian environment to PeCB is characterised by evaluating release paths in Canada, environmental fate and environmental concentrations of this substance in Canada, as well as a characterisation of its effects on sediment- and soil-dwelling organisms.
Because toxicity tests were not conducted for PeCB especially, estimates of its effect levels were made based on the results of the four other chlorobenzene substances tested, on a molar basis. This estimation is based on the assumption that the mode of action of chlorobenzenes is considered non-specific or narcosis, and thus the effect levels for individual chlorobenzenes are expected to be approximately equal, for a given species, based on molar concentrations [CRC.7/9/Add.1: document No. 3, page 10].
The risk quotient of maximum exposure value versus estimated no-effects value for PeCB in freshwater sediments exceeded a value of 1 in 23% (9 of 39) of samples collected from the St. Clair River [CRC.7/9/Add.1: document No. 2, page 10 and document No. 3, pages 15, 29 and 36].
The follow-up report concludes that PeCB is entering the Canadian environment in a quantity or concentration or under conditions that have or may have an immediate or long-term harmful effect on the environment or its biological diversity. Although concentrations of PeCB in Canadian soil are unlikely to be causing harm to populations of soil-dwelling organisms, concentrations of PeCB has occurred in sediments from the St. Clair River, Ontario, Canada, near a waste disposal site at a chemical plant and an effluent outfall from an industrial area of Sarnia in concentrations that may possibly have been harming benthic organisms.
The Task Group established that the final regulatory action has been based on a risk evaluation involving prevailing conditions in Canada. Therefore, criterion b as a whole is met.
2.4 Compatibility with the criteria of Annex II (c)

Consider whether the final regulatory action provides a sufficiently broad basis to merit the listing of the chemical in Annex III, by taking into account

i) Whether the final regulatory action led, or would be expected to lead, to a significant decrease in the quantity of the chemical used or the number of its uses

By prohibiting the manufacture, use, sale, offer for sale, or import of PeCB, with the exemption of uses with chlorobiphenyls, the Canadian government states that these measures will work towards the objective of virtual elimination of the substance (UNEP/FAO/RC/CRC.7/9, chapter 2.4.2.2 of the Canadian notification). On page 12 of the regulatory impact analysis statement (CRC.7/9/Add.1: document No. 6) it is noted that the current rate of chlorobiphenyl attrition will lead to a discontinuation of the use of PeCB found in equipment containing chlorobiphenyls. The Task Group concludes that the regulatory action will in the long term lead to a significant decrease in the use of PeCB in Canada.
ii) Whether the final regulatory action led to an actual reduction of risk or would be expected to result in a significant reduction of risk for human health or the environment of the Party that submitted the notification

Because PeCB has a limited use and is not sold, produced, imported or exported in Canada, and because there is currently no commercial demand for it in Canada, the final regulatory action aims to ensure that it is not reintroduced into the Canadian market. (UNEP/FAO/RC/CRC.7/9, chapter 2.5.2 of the Canadian notification). On p. 12 of the regulatory impact analysis statement (CRC.7/9/Add.1: document No. 6) it is noted that the current rate of chlorobiphenyl attrition will lead to a discontinuation of the use of PeCB found in equipment containing chlorobiphenyls. 
Therefore, Canadian government concludes that, as a consequence of the regulatory action, the environment and health of Canadians are protected from the potential harmful effects attributed to PeCB. (CRC.7/9/Add.1: document No. 6, page. 3). The Task Group agrees to this conclusion.
iii) Whether the considerations that led to the final regulatory action been taken are applicable only in a limited geographical area or in other limited circumstances

The follow-up report (CRC.7/9/Add.1: document No. 3) concludes that PeCB is persistent in soil, sediment and in air, bioaccumulative and “toxic” according the CEPA 1999. 
Futhermore, PeCB is subject to long-range transport also to remote areas, which results in low-level, widespread contamination. Bioaccumulative substances have the potential to biomagnify, and consequently releases of extremely low concentrations of persistent and bioaccumulative substances may - either alone or in combination with other similar substances - cause severe adverse effects. Chemicals with these properties may therefore cause problems also in other countries or regions. (CRC.7/9/Add.1: document No. 3, page 18), The Task Group therefore concludes that the considerations that led to the regulatory action are applicable also to other regions.
iv) Whether there is evidence of ongoing international trade in the chemical (this information may be found in the notification or obtained, when available, through the Secretariat)

The Canadian notification states that approximately 40 kg of PeCB was imported to Canada in 1991 (UNEP/FAO/RC/CRC.7/9, section 2.5.1 of the Canadian notification), but that there have been no imports into or exports from Canada of PeCB at the time the notification was made (2008). In the POPRC risk profile for PeCB (UNEP/FAO/RC/CRC.7/9/Add.2, document No. 4, November 2007), no trade or stockpiles have been reported.
The POPRC risk management evaluation mentions that PeCB is presently only produced and used in relatively small amounts of analytical grade PeCB by laboratories for the preparation of standard solutions used for analytical purposes. Furthermore, no remaining intentional use of PeCB above laboratory scale have been identified. This observation is based on the information provided in the risk profile, and a limited number of questionnaires received in reply to the Annex F information request. [UNEP/FAO/RC/CRC.7/INF/10, page 9].

On the other hand, the use in the worldwide production of quintozene can not be excluded. The information indicating that PeCB is not used anymore for the production of quintozene only covers the UNECE region [UNEP/FAO/RC/CRC.7/INF/10, page 4]. Canada reports that PeCB is present as an impurity in the pesticide quintozene, which is currently used, but not produced, in Canada [UNEP/FAO/RC/CRC.7/INF/10, page 9]. This can be seen as an indication that PeCB has been or is still imported into Canada, although not intentionally, as an impurity of Quintozene. 

In its concluding statement, the POPRC risk management evaluation states that although PeCB is not known to be currently produced or used, it is important to prevent its re-introduction into commerce and use [UNEP/FAO/RC/CRC.7/INF/10, page 14].

According to the information on trade collected by Secretariat of Rotterdam Convention, there is no evidence of international trade with PeCB (see UNEP/FAO/RC/CRC.7/INF/3).
The Task Group concludes that although there are no indications of ongoing international trade in PeCB above laboratory scale, the regulatory action notified by Canada merits the listing of PeCB in Annex III, because its re-introduction on international markets cannot be excluded. 

Hence, the task group concludes that criterion c is met.

2.5 Compatibility with the criteria of Annex II (d)

Take into account that intentional misuse is not in itself an adequate reason to list a chemical in Annex III.

(If yes, reference should be provided)

Although accidential spillage of dielectric fluids are cited as the main source of contamination with PeCB in Canada [CRC.7/9/Add.1: document No. 3, page 4], there is no indication in the notification or supporting documentation that concerns for intentional misuse prompted the regulatory action. 
Therefore, the Task Group agreed that criterion d is met. 
3.
Analysis of the notification from Japan
3.1 Scope of the notified regulatory action

The notified regulatory action relates to PeCB and its use as an industrial chemical and a

The notification was found to comply with the information requirements of Annex I. 

The following table and analysis sets out how the notification from Japan meets the criteria of Annex II.

	Criteria
	Japan

	(a)
	Met

	(b)**
	Not Met

	(b)(i)
	Not Met

	(b)(ii)
	Not Met

	(b)(iii)
	Not Met

	(c)**
	Met

	(c)(i)
	Met

	(c)(ii)
	Met

	(c)(iii)
	Met

	(c)(iv)
	Met

	(d)
	Met


2.2 Compatibility with the criteria of Annex II (a)

The regulatory action in Japan was taken to protect human health. The Japanese government designates chemicals that are persistent, highly bioaccumulative and have a long-term toxicity for humans as “Class I Specified Chemical Substances” under the Chemical Substances Control Law (CSCL) and its enforcement order. As a result of an evaluation using the risk profile for PeCB prepared by the Review Committee of the Stockholm Convention (POPRC: UNEP/POPs/POPRC.3/20/Add.7), the Japanese authorities concluded that PeCB meets the criteria as a “Class I Specified Chemical Substance” of the above mentioned legal acts. Its uses are phased out. (UNEP/FAO/RC/CRC.7/9/, sections 2.4.1 and 2.4.2.1 of the Japanese notification).
The Task Group agreed that criterion a is met.

2.3 Compatibility with the criteria of Annex II (b)

i) Data had been generated according to scientifically recognized methods

ii) Data reviews have been performed and documented according to generally recognized scientific principles and procedures.
iii) Final regulatory action was based on a risk evaluation involving prevailing conditions within the Party taking the action

For information on hazard, the notification from Japan refers to the POPRC risk profile for PeCB (UNEP/FAO/RC/CRC.7/9/Add.2, document No. 4). Furthermore, the POPRC risk management evaluation dated October 2008 has been made available (UNEP/FAO/RC/CRC.7/INF/10). Following the endorsement made by the Conference of the Parties at its third meeting, the Committee should consider risk evaluations under the Stockholm Convention on Persistent Organic Pollutants and the Montreal Protocol on Substances that Deplete the Ozone Layer as adequate support for meeting criteria (b) (i) and (b) (ii) of Annex II to the Rotterdam Convention and that, in order for criterion (b) (iii) to be met, bridging information providing evidence of the prevailing conditions in the notifying country would have to be submitted. [UNEP/FAO/RC/CRC.7/14 para 10].
However, no information is provided or referenced in the notification or supporting documentation that the conditions prevailing in Japan have been taken into account in the “internal evaluation” of the POPRC risk profile by Japanese authorities as cited in section 2.4.1 of the notification.
In addition, on page 10 of the presentation of the CSCL (UNEP/FAO/RC/CRC.7/9/Add.2, document No. 1, March 2010) it is stated that the regulation regime in Japan at that time is based solely on the hazard of chemical substances, but will be shifted to a risk-based system where environmental release (exposure) will also be taken into account. Since the Japanese notification for PeCB has been signed in June 2010, the Task Group concludes that the final regulatory action for PeCB has not been based on a risk evaluation where the conditions of exposure in Japan have been taken into account. 
The Task Group therefore concludes that the sub-criteria b(i), b(ii) are met for hazard data only, and that sub-criterion b(iii) is not met. This means that criterion b as a whole has not been met.

2.4 Compatibility with the criteria of Annex II (c)

Consider whether the final regulatory action provides a sufficiently broad basis to merit the listing of the chemical in Annex III, by taking into account

v) Whether the final regulatory action led, or would be expected to lead, to a significant decrease in the quantity of the chemical used or the number of its uses

Since the Japanese notification indicates in chapter 2.3.2, 2.3.3 and 2.4.2.1 that all uses of PeCB as an industrial chemical and agricultural uses under the category pesticide are prohibited, the Task Group concludes that a significant decrease in the used quantity is to be expected.
vi) Whether the final regulatory action led to an actual reduction of risk or would be expected to result in a significant reduction of risk for human health or the environment of the Party that submitted the notification

The Task Group assumes that, as the use of PeCB in Japan is phased out (UNEP/FAO/RC/CRC.7/9/, chapter 2.4.2.1 of the Japanese notification), the human exposure and thus the risk for human health will also be reduced.
vii) Whether the considerations that led to the final regulatory action been taken are applicable only in a limited geographical area or in other limited circumstances

The notification from Japan relies upon information in the POPRC risk profile for PeCB (UNEP/FAO/RC/CRC.7/9/Add.2, document No. 4). According to the executive summary on page 4 of this risk profile, PeCB is spread widely in the environment on a global scale. Measured levels of PeCB in abiotic and biotic media in remote regions such as the (ant) arctic environment are available, as well as monitoring data on PeCB in abiotic and biotic media of temperate zones. Thus, the Task Group concludes that the considerations that led to the final regulatory action are not limited to Japan, but are applicable on a global scale.
viii) Whether there is evidence of ongoing international trade in the chemical (this information may be found in the notification or obtained, when available, through the Secretariat)

In the POPRC risk profile for PeCB (UNEP/FAO/RC/CRC.7/9/Add.2, document No. 4, November 2007), no trade or stockpiles have been reported. The notification from Japan indicates that no information on manufacture, use and trade is available.

The POPRC risk management evaluation mentions that PeCB is presently only produced and used in relatively small amounts of analytical grade PeCB by laboratories for the preparation of standard solutions used for analytical purposes. Furthermore, no remaining intentional use of PeCB above laboratory scale have been identified. This observation is based on the information provided in the risk profile, and a limited number of questionnaires received in reply to the Annex F information request. [UNEP/FAO/RC/CRC.7/INF/10, page 9].

On the other hand, the use in the worldwide production of quintozene can not be excluded. The information indicating that PeCB is not used anymore for the production of quintozene only covers the UNECE region [UNEP/FAO/RC/CRC.7/INF/10, page 4]. Canada reports that PeCB is present as an impurity in the pesticide quintozene, which is currently used, but not produced, in Canada [UNEP/FAO/RC/CRC.7/INF/10, page 9]. This can be seen as an indication that PeCB has been or is still imported into Canada, although not intentionally, as an impurity of Quintozene. 
In its concluding statement, the POPRC risk management evaluation states that although PeCB is not known to be currently produced or used, it is important to prevent its re-introduction into commerce and use [UNEP/FAO/RC/CRC.7/INF/10, page14].

According to the information on trade collected by Secretariat of Rotterdam Convention, there is no evidence of international trade with PeCB (see UNEP/FAO/RC/CRC.7/INF/3).
The Task Group concludes that although there are no indications of ongoing international trade in PeCB above laboratory scale, the regulatory action notified by Japan merits the listing of PeCB in Annex III, because its re-introduction on international markets cannot be excluded. 

Hence, the task group concludes that criterion c is met.

2.5 Compatibility with the criteria of Annex II (d)

Take into account that intentional misuse is not in itself an adequate reason to list a chemical in Annex III.

(If yes, reference should be provided)

There is no indication in the notification or supporting documentation or supporting documentation from Japan that concerns for intentional misuse prompted the regulatory action. 
The Task Group therefore agrees that criterion d is met.
4.
Conclusion

The Task Group concludes that the notification of final regulatory action of Canada met the information requirements of Annex I and the criteria set out in Annex II of the Convention.

The Task Group also concludes that the notification of final regulatory action of Japan met the information requirements of Annex I and the criteria set out in Annex II of the Convention, with the exception of criterion b..

5.
Recommendation

Consequently, the Task Group recommends that the Chemical Review Committee conclude that the above discussed notification from Canada has met the criteria set out in Annex I and Annex II of the Convention. The Task Group suggests that a rationale should be drafted to document that the notification from Canada meets all criteria set out in Annex II.
The Task Group recommends that the CRC conclude that the notification from Japan does not meet all criteria set out in Annex II.

6.
Points to be considered by the CRC
It should be noted that, by its decision SC-4/16, the Conference of the Parties of the Stockholm Convention decided to list PeCB in Annexes A and C to the Convention without any specific exemptions. The Committee has developed a risk profile, an addendum to that risk profile and a risk management evaluation for PeCB as set out in documents UNEP/POPS/POPRC.3/20/Add.7, UNEP/POPS/POPRC.4/15/Add.5 and UNEP/POPS/POPRC.4/15/Add.2, respectively. POPRC6 decided in October 2010 to forward new information on unintentional releases of PeCB (e.g. from degradation of the pesticide pentachloronitrobenzene = PCNB/quintozene or from combustion, see document UNEP/POPS/POPRC.6/INF/21) for consideration to the expert group on best available techniques and best environmental practices, should such a group be established by the Conference of the Parties of the Stockholm Convention.
This information might be relevant if at a future meeting the CRC should decide that, besides the notification from Canada, a notification from another PIC region also meets all criteria of Annex II. If a Decision Guidance Document (DGD) should be drafted, the above cited information from the Stockholm Convention may be added to such a DGD.
____________________
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